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NOTICES 


NATIONAL  RESEARCH  SERVICE  AWARD  STIPEND  INCREASE 

P.T.  22,  44;  K.W.  0720005,  1014006 
Public  Health  Service 

Effective  October  1,  1990,  the  annual  stipend  levels  for  all  individuals 
receiving  support  through  institutional  or  individual  National  Research 
Service  Awards  (NRSA)  made  under  Section  487  of  the  Public  Health  Service  Act 
will  be  as  follows: 


Level  of  Training 

Years 

Of 

Experience 

FY  1991 
Stipend 
Level 

Predoctoral 

All 

$8,800 

Postdoctoral 

0 

$18,600 

1 

$19,700 

2 

$25,600 

3 

$26,900 

4 

$28,200 

5 

$29,500 

6 

$30,800 

7 or  more 

$32,300 

Stipend  level  adjustments  can  be  made  only  on  the  award  date  of  the  fellowship 
or  the  appointment  date  of  the  trainee . These  stipend  levels  are  effect ive 
only  for  awards  made  beginning  with  FY  1991  funds;  no  retroactive  adjustments 
or  supplementation  of  st ipends  with  NRSA  funds  for  awards  made  prior  to 
October  1,  1990,  or  with  funds  from  FY  1990  is  permitted.  These  stipends  do 
not  apply  to  awards  made  under  the  Minority  Access  to  Research  Careers  (MARC) 
Honors  Undergraduate  Program. 

The  new  stipend  levels  are  to  be  used  in  the  preparation  of  future  NRSA 
institutional  training  and  individual  fellowship  applications.  They  will  be 
administratively  applied  to  all  applications  now  in  the  review  process . 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS" 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration 
(FDA)  are  continuing  to  sponsor  a series  of  workshops  on  responsibilities  of 
researchers.  Institutional  Review  Boards  ( IRBs ) , and  institutional  officials 
for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to 
everyone  with  an  interest  in  research  involving  human  subjects . The  meetings 
should  be  of  special  interest  to  those  persons  currently  serving  or  about  to 
begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these  workshops  are 
relevant  to  all  other  Public  Health  Service  agencies.  The  current  schedule 
includes  the  following : 

I.  SOUTHWEST  WORKSHOP 

DATES:  February  4-5,  1991 

WORKSHOP  SITE: 

Meridien  Hotel 

50  Third  Street 

San  Francisco,  CA  94103 

SPONSOR: 

University  of  California  at  San  Francisco 
Box  0400 

San  Francisco,  CA  94143 
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REGISTRATION  CONTACT: 

Ms.  Phyllis  Colbert 
Workshop  Contact  Person 

University  of  California  at  San  Francisco 
Box  0400 

San  Francisco,  CA  94143 
Telephone:  (415)  476-1881 

TOPIC:  "The  Use  of  Human  Subjects  in  Research:  AIDS  as  a Model  of 

Complexity" 

II.  MIDEAST  WORKSHOP 

DATES:  March  4-5,  1991 

WORKSHOP  SITE: 

Friday  Center 

Laurel  Hill  Parkway 

Chapel  Hill,  NC  27599-1020 

SPONSORS: 

University  of  North  Carolina  at  Chapel  Hill 

300  Bynum  Hall 

Chapel  Hill,  NC  27599-4100 

Shaw  University 
118  E.  South  Street 
Raleigh,  NC  27611 

REGISTRATION  CONTACT: 

Mr.  A1  Dawson 
Director 
Friday  Center 
Laurel  Hill  Parkway 
C.  B.  1020 

Chapel  Hill,  NC  27599-1020 
Telephone:  (919)  962-1106 

TOPIC:  "Interpreting  the  Federal  Code  for  the  Protection  of  Human  Subjects" 

III.  MIDWEST  WORKSHOP 

DATES:  April  11-12,  1991 

WORKSHOP  SITE: 

Hyde  Park  Hilton 
4900  Lake  Shore  Drive 
Chicago,  IL  60615 

SPONSORS: 

University  of  Chicago 
970  East  58th  Street 
Chicago,  IL  60637 

Chicago  State  University 
95th  Street  at  King  Drive 
Chicago,  IL  60628 

REGISTRATION  CONTACT: 

Mr.  Arnold  L.  Aronoff 
Associate  Director 

Faculty  and  Administrative  Services 

University  Research  Administration 

University  of  Chicago 

970  East  58th  Street 

Chicago,  IL  60637 

Telephone:  (312)  702-8669 

TOPIC:  "Cultural  Diversity,  Ethics,  and  Research:  A Workshop  on  Human 

Subject  Protection" 

NIH/FDA  have  planned  national  human  subject  protections  workshops  in  other 
parts  of  the  United  States.  For  further  information  regarding  these  workshops 
contact : 
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Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockville  Pike 

Bldg.  31,  Room  5B43B 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


CLINICAL  CORE  CENTERS  FOR  ORAL  HEALTH  RESEARCH 

RFA  AVAILABLE:  DE-91-02 

P.T.  04;  K.W.  0715148,  0710030,  0785035,  0745027 

National  Institute  of  Dental  Research 

Letter  of  Intent  Receipt  Date:  April  2,  1991 
Application  Receipt  Date:  May  6,  1991 

The  National  Institute  of  Dental  Research  (NIDR)  seeks  applications  from  U.S. 
institutions  to  support  Clinical  Core  Centers  for  Oral  Health  Research 
(CCCOHR) . Core  center  grants  are  intended  to  facilitate  and  stimulate 
clinical  research  to  improve  oral  health  in  adults,  senior  citizens,  and 
others  at  higher  oral  disease  risk.  This  Request  for  Applications  (RFA) 
represents  one  step  in  the  implementation  of  a major  NIDR  initiative,  the 
Research  and  Action  Program  for  Improving  the  Oral  Health  of  Older  Americans 
and  Other  Adults  at  High  Risk. 

Eligible  institutions  must  have  a base  of  high-quality,  ongoing  or  pending 
clinical  oral  health  research  projects  that  are  of  potential  relevance  to  the 
Research  and  Action  Program  initiative.  The  CCCOHRs  will  provide  shared 
resources  to  facilitate  and  expand  these  clinical  research  projects.  This  RFA 
announces  a single  competition  with  an  application  receipt  date  of  May  6, 

1991  . 

RESEARCH  GOALS  AND  SCOPE 

The  CCCOHRs  will  help  develop  state-of-the-art  clinical  research  capacity  in 
dental  schools  and  dental  research  institutions  through  supporting  shared 
resources  and  facilities  to  strengthen  and  expand  clinical  research  relevant 
to  improving  oral  health  in  adults  and  high-risk  populations.  The  CCCOHRs  are 
expected  to  provide  a nucleus  around  which  additional  clinical  studies,  funded 
through  public  or  private  sources,  can  be  structured.  The  CCCOHRs  will 
facilitate  the  transfer  of  new  scientific  knowledge  into  improved  methods  for 
preventing  oral  disease  in  adults  and  high-risk  groups,  and  foster  more 
effective  interdisciplinary  collaborations  among  researchers  and  clinicians. 

CENTER  CHARACTERISTICS 

Each  CCCOHR  must  be  a clearly  defined  organizational  entity  within  a dental 
school  or  dental  research  institution.  Funding  will  support  core  research 
resources  and  facilities.  Each  CCCOHR  must  include  a minimum  of  three  core 
units,  and  each  core  unit  must  provide  a shared  resource  enhancing  research 
productivity  in  at  least  two  funded  projects.  Both  administrative  and 
biostatistics  core  activities  are  mandatory.  Laboratory  cores,  diagnostics 
cores,  and  core  support  for  unique  clinical  facilities  (e.g.,  mobile  units  or 
work-site  based  dental  operatories ) , as  well  as  other  types  of  shared 
facilities/resources  to  facilitate  or  expand  ongoing  clinical  research,  may  be 
supported . 

Up  to  20  percent  of  the  total  CCCOHR  direct  cost  budget  per  year  may  support 
pilot  or  feasibility  studies.  These  are  the  only  research  projects  that  will 
be  directly  supported  by  the  CCCOHR.  Each  pilot  or  feasibility  project  may 
cost  no  more  than  $25,000  per  year;  up  to  two  years  of  support  may  be 
requested . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations . If  women  or  minorities  are  not  included  in  the  study  populat ions 
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for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

FUNDING  MECHANISM 

The  Centers  will  be  supported  by  Center  Core  Grants  (P30).  Awards  will  be  for 
five-years  and  may  commence  as  early  as  September  15,  1991.  Applicants  may 
request  up  to  $300,000  in  direct  costs  for  the  initial  year's  budget. 

Requested  increases  may  not  exceed  four  percent  per  year  in  each  subsequent 
year.  Development  of  expanded  funding  for  both  CCCOHR  activities  and  clinical 
research  projects  from  other  sources  (e.g.,  industry,  foundations,  or  other 
government  agencies),  is  encouraged,  A minimum  of  two  awards  is  planned,  if  a 
sufficient  number  of  high-quality  applications  is  received.  Awards  are 
contingent  upon  the  NIDR's  receipt  of  appropriated  funds  for  this  purpose. 
Policies  governing  research  grant  programs  of  the  National  Institutes  of 
Health  will  prevail.  No  more  than  one  Core  Research  Center  (P30)  grant  will 
be  awarded  to  any  institution. 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  will  be  evaluated  by  a special  review  committee  convened  by  the 
NIDR  Scientific  Review  Branch.  Secondary  review  will  be  conducted  by  the 
National  Advisory  Dental  Research  Council.  Waivers  of  the  receipt  deadline 
and  budget  limitation  will  not  be  granted. 

Funding  decisions  will  be  based  on  recommendations  of  the  initial  review  group 
and  the  National  Advisory  Dental  Research  Council.  Review  will  include 
consideration  of  the  scientific  merit  and  relevance  of  the  proposed  pilot 
projects,  core  units,  and  the  ongoing  clinical  research  projects  the  CCCOHR 
will  serve;  the  organization  of  CCCOHR-supported  and  independently  supported 
activities  into  a cohesive  program  likely  to  enhance  and  stimulate  relevant 
clinical  research;  total  costs  to  the  NIDR;  and  the  availability  of  funds 
appropriated  for  this  purpose.  Consideration  will  also  be  given  to  whether 
complementary  projects,  supported  from  non-NIDR  funds,  contribute  to  the  cost 
effectiveness  of  the  proposed  Center.  If  projects  have  similar  merit,  but 
vary  in  cost  competitiveness,  funding  decisions  are  likely  to  favor  more 
cost-competitive  projects. 

APPLICATION  PROCEDURES 

Prospective  applicants  are  advised  to  contact  program  staff  early  in  the 
planning  phase  of  application  preparation  and  to  submit  a letter  of  intent  no 
later  than  April  2,  1991.  This  letter  should  include  the  names  of  all  key 
personnel,  identify  the  inst itut ion ( s ) or  organizations  participating,  and 
provide  a descriptive  title  for  each  core  unit  and  all  proposed  pilot  or 
feasibility  studies.  The  letter  of  intent  is  not  binding,  nor  a prerequisite 
for  acceptance  of  an  application. 

Applications  should  be  submitted  on  Form  PHS-398  (Rev.  10/88),  available  in 
the  business  or  grants  office  of  most  academic  or  research  institutions  or 
from  the  Division  of  Research  Grants,  National  Institutes  of  Health. 

Requests  for  copies  of  the  full  RFA,  all  inquiries,  and  letters  of  intent 
should  be  directed  to: 

Patricia  S.  Bryant,  Ph.D. 

Health  Scientist  Administrator 
Extramural  Program 

National  Institute  of  Dental  Research 
Westwood  Building,  Room  506 
Bethesda , MD  20892-4500 
Telephone:  (301)  496-7807 

The  full  RFA  is  also  available  from  the  E-Guide,  the  electronic  version  of  the 
NIH  Guide  for  Grants  and  Contracts. 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.1212.  Awards  will  be  made  under  authorization  of  the  Public  Health  Service 
Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and 
administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


MINORITY  INSTITUTIONS  TRAVEL  AWARD  PROGRAM 

PA:  PA-91 -17 

P.T.  34,  48,  FF;  K.W.  1215018 

National  Center  for  Human  Genome  Research 

Application  Receipt  Dates:  See  Sections  A and  B 

The  National  Center  for  Human  Genome  Research  (NCHGR)  invites  applications  to 
support  students  and  faculty  in  minority  institutions  to  attend  scientific 
meetings,  courses,  and  workshops  relevant  to  the  Human  Genome  Program.  The 
Minority  Institution  Travel  Award  Program  (MITAP)  has  been  established  to 
increase  the  participation  of  students  and  faculty  from  minority  institutions 
in  human  genome  research  and  research  training  programs . Under  this  program , 
travel  funds  will  be  awarded  through  two  mechanisms : (1)  supplements  to 

active  research  grants  that  will  support  individuals  and  (2)  conference  grants 
(R13)  to  support  groups . Each  is  described  below  following  the  Background 
section . 

BACKGROUND 

The  NCHGR  supports  the  Human  Genome  Program  that  has  as  its  goal : completion 
of  a high-density  genetic  map  of  the  human  genome ; construct  ion  of  a 
high-resolution  physical  map  comprised  of  large  overlapping  cont igs ; 
development  of  a "sequence -tagged  site"  map ; development  of  technology  to 
reduce  the  expense  of  DNA  sequencing  significantly  below  current  cost; 
development  of  computer  tools  to  manage  and  provide  access  to  mapping  and 
sequencing  data;  examination  of  the  legal , ethical , and  social  implications  of 
the  Human  Genome  Program;  and  research  training.  These  goals  are  discussed  in 
detail  in  the  document,  "A  Five-Year  Plan  for  the  Human  Genome  Project," 
available  from  the  Human  Genome  Management  Informat  ion  System , Oak  Ridge 
National  Laboratory,  Oak  Ridge,  TN  37831-6050;  (615)  576-6669. 

The  NCHGR  is  committed  to  increasing  the  number  of  students  and  faculty  in 
minority  institutions  who  will  participate  in  accompl ishing  the  goals  of  the 
Human  Genome  Program  and  applying  the  results  to  biological , medical , and 
biotechnological  research.  There  are  a variety  of  opportunities  for  research 
and  training  that  are  available  through  the  regular  NCHGR  grant  program,  the 
minority  supplement  research  program,  the  institutional  training  grant 
program,  and  the  individual  postdoctoral  fellowship  program . The  Minority 
Institution  Travel  Award  Program  provides  addit ional  opportunit ies  for 
students  at  various  stages  of  academic  development  and  for  faculty  members  who 
are  enrolled  and  employed,  respectively,  in  minority  institutions  to 
participate  in  the  Human  Genome  Program. 

A.  SUPPLEMENTS  TO  ACTIVE  RESEARCH  GRANTS 

Application  Receipt  Date:  At  least  3 months  prior  to  date  of  meeting,  course, 
or  workshop . 

Any  NIH  grantee  whose  research  is  relevant  to  the  Human  Genome  Program  and  is 
interested  in  obtaining  travel  funds  for  students  or  faculty  from  minority 
institutions  to  attend  scientific  meetings,  workshops , or  courses  may  request 
supplemental  grant  support  from  the  NCHGR. 

DEFINITIONS,  ELIGIBILITY,  AND  TERMS  OF  SUPPLEMENTAL  AWARDS 

1.  Minority  Institution.  A minority  institution  is  defined  as  an  institution 
in  which  the  student  enrollment  is  at  least  50  percent  minority . A minority 
individual  is  defined  as  a member  of  any  of  the  following  groups : Black 
Americans,  Hispanic  Americans,  Native  Americans  (American  Indians  or  Alsakan 
Natives),  Asian-Pacific  slanders. 

2.  Student.  The  definition  of  student  includes  undergraduate,  predoctoral, 
or  postdoctoral  students  enrolled  or  pursuing  training  at  a minority 
institution . 

3.  Faculty.  A faculty  member  is  defined  as  a full-time  faculty  member  who  is 
employed  by  a minority  institution  and  is  interested  in  or  engaged  in 
biomedical  research. 
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4.  Scientific  Meeting,  Course,  or  Workshop.  A scientific  meeting  in  the 
context  of  this  program  is  defined  as  any  national  or  international  scientific 
meeting,  short  course,  or  workshop  relevant  to  the  Human  Genome  Program. 

5.  Principal  Investigator.  Principal  Investigators  of  active  NIH  grants 
relevant  to  the  Human  Genome  Initiative  are  eligible  to  submit  supplemental 
applications  on  behalf  of  a student  or  faculty  member.  The  Principal 
Investigator  (or  other  designated  senior  investigator  on  the  grant)  is 
expected  to  serve  as  a guide  or  mentor  for  the  student  or  faculty  member  while 
at  the  scientific  meeting,  course,  or  workshop. 

6.  Travel  Funds.  Travel  funds  include  air  and/or  ground  transportation,  per 
diem  allowance,  and  registration  fees  or  tuition  associated  with  the  meeting, 
course,  or  workshop.  The  specific  budget  items  must  be  justified  in  the 
application . 

7.  Other  Considerations.  It  is  desirable  that  the  student  or  faculty  member 
be  accompanied  by  the  Principal  Investigator  or  designated  senior  investigator 
when  attending  a scientific  meeting.  In  the  case  of  a workshop  or  a course, 
this  is  not  a requirement,  although  the  Principal  Investigator  must 
demonstrate  that  there  will  be  some  follow-up  or  informal  discussions  about 
the  scientific  contents  of  the  workshop  or  course  with  the  student  or  faculty 
member  following  completion  of  the  activity.  The  Principal  Investigator  is 
also  encouraged  to  discuss  the  type  of  research  and  career  opportunities  that 
are  supported  by  the  Human  Genome  Program  and  that  are  available  through 
universities,  other  institutions,  and  NIH. 

8.  Travel  Report.  In  order  to  evaluate  the  effectiveness  of  this  program, 
the  student  or  faculty  member  will  be  requested  to  prepare  a brief  report  for 
submission  through  the  Principal  Investigator.  This  report  will  be  due  30 
days  after  returning  from  the  meeting,  course,  or  workshop  and  is  to  be  sent 
to  the  program  official  whose  name  appears  on  the  Notice  of  Grant  Award.  In 
addition,  the  Principal  Investigator  must  include  the  report  in  the  annual 
and/or  final  grant  progress  report . 

METHOD  OF  APPLYING 

Potential  applicants  are  strongly  encouraged  to  contact  the  NCHGR’s  program 
official  listed  below  prior  to  preparing  an  application. 

The  Principal  Investigator  must  submit  a supplemental  grant  application 
through  his/her  institution  on  the  standard  form  PHS  398  (Rev.  10/88)  and 
should  include  only  the  following:  (1)  face  page--item  2 should  give  the 
grant  number  of  the  active  grant  and  specifically  state  "Minority  Institution 
Travel  Award  Program"  (for  example:  R01  AB12345-03,  "Minority  Institution 
Travel  Award  Program");  (2)  budget  page;  (3)  complete  curriculum  vitae  of  the 
individual  for  whom  support  is  being  requested;  and  (4)  information  addressing 
the  review  criteria  described  below. 

APPLICATION  PROCEDURES  AND  REVIEW  CRITERIA 

Supplemental  applications  submitted  in  response  to  this  announcement  will  be 
reviewed  for  eligibility  by  the  senior  staff  of  the  NCHGR  using  the  following 
criteria : 

1 . For  Students : 

o Completion  of  at  least  the  sophomore  year  in  college  or  enrollment 
in  a predoctoral  or  postdoctoral  program  (exceptions  will  be 
considered  if  justification  is  furnished); 

o Recommendation  from  one  science  faculty  member  or  researcher  other 
than  the  Principal  Investigator; 

o A brief  written  statement  describing  reasons  for  attending  the 
meeting,  benefits  to  be  derived,  and  anticipated  long-range 
professional  plans  as  they  relate  to  biomedical  research  in  general 
and  the  Human  Genome  Program  specifically. 

2.  For  Faculty: 

o A brief  written  statement  indicating  research  interests,  benefits 
to  be  derived  by  attendance  at  the  meeting,  and  long-range 
professional  plans  as  they  relate  to  biomedical  research  in  general 
and  the  Human  Genome  Program  specifically; 

o Two  letters  of  recommendation  from  the  institution,  including  one 
from  the  Dean  or  Department  Chairperson. 
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The  original  and  six  copies  of  the  application  should  be  submitted  to: 

Office  of  Scientific  Review 
Building  38A,  Room  605 

National  Center  for  Human  Genome  Research 
National  Institutes  of  Health 
Bethesda,  MD  20892 

Applications  may  be  submitted  at  any  time  but  must  be  submitted  for  a duration 
to  coincide  with  the  end  of  the  appropriate  budget  period  of  the  grant.  The 
requested  start  date  for  the  supplemental  award  should  be  at  least  90  days 
after  the  date  of  submission  of  the  application. 

FUNDING 

Approved  applications  will  be  funded  as  supplements  to  active  PHS  grants 
including  individual  research  (ROT,  R29,  R37),  program  project  (POT),  and 
center  (P3Q,  P50)  grants.  R29  grants  cannot  be  supplemented  if  the  amount 
requested  will  result  in  the  total  direct  cost  for  the  five-year  period 
exceeding  the  $350,000  limit.  Funds  awarded  under  this  program  are  for  the 
sole  purpose  of  facilitating  participation  of  students  and  faculty  from 
minority  institutions  in  scientific  meetings,  workshops,  and  courses  relevant 
to  the  Human  Genome  Program. 

For  more  information  about  grant  supplements,  please  contact: 

Bettie  J.  Graham,  Ph.D. 

National  Center  for  Human  Genome  Research 
Building  38A,  Room  613 
National  Institutes  of  Health 
9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-7531 

e-mail  address:  B2G3NIHCU . bit net 
B2G3CU.NIH.gov 

The  program  official  welcomes  the  opportunity  to  discuss  this  program  with 
interested  applicants  and  Principal  Investigators  and  encourages  telephone, 
e-mail,  or  written  inquiries. 

B.  CONFERENCE  GRANTS 

Application  Receipt  Dates:  February  1,  June  1,  and  October  1 

Individuals,  organizations,  institutions,  or  professional  societies  may  apply 
for  conference  grant  funds  to  support  students  and  faculty  from  minority 
institutions  attending  scientific  meetings,  workshops,  and  courses  relevant  to 
the  Human  Genome  Program.  The  purpose  of  this  initiative  will  be  to  provide, 
in  addition  to  support  for  regular  attendance,  enrichment  activities  that 
would  make  the  experience  more  meaningful  for  participants  who  are  not 
familiar  with  the  Human  Genome  Program.  Examples  of  enrichment  activities 
are:  round-table  discussions  about  the  latest  advances  in  genomic  research, 

in-depth  discussions  of  selected  posters  presented  at  the  meeting,  and  panel 
discussions  about  research  and  training  opportunities  available  at  different 
educational  and  research  institutions.  These  examples  are  meant  to  be 
illustrative  and  not  to  be  all-inclusive.  Applicants  must  demonstrate  in  the 
application  that  the  enrichment  activities  will  be  incorporated  into  the 
overall  activities  of  the  meeting,  workshop,  or  course  and  have  the  full 
support  of  the  meeting/  course  organizer  or  council  of  the  professional 
society.  It  is  expected  that  as  a result  of  participating  in  this 
comprehensive  program,  attendees  would  have  a greater  appreciation  of  the 
Human  Genome  Program  and  the  type  of  research  it  supports  and  the  types  of 
research  and  career  opportunities  available  through  universities,  other 
institutions,  and  the  NIH.  The  anticipated  long-range  outcome  would  be  that 
more  students  and  faculty  members  from  minority  institutions  would  consider  a 
career  in  one  of  the  research  disciplines  relevant  to  the  Human  Genome 
Program . 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  the  conference  grant  mechanism  (R13). 
Allowable  costs  include  air  and  ground  transportation,  per  diem  allowance,  and 
registration  fees  or  tuition  associated  with  the  meeting,  course,  or  workshop. 

APPLICATION  PROCEDURES  AND  REVIEW  CRITERIA 

Potential  applicants  are  encouraged  to  contact  the  NCHGR  program  official 
listed  below  prior  to  preparing  an  application. 
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Applications  in  response  to  this  announcement  will  be  reviewed  in  accordance 
with  the  usual  NIH  peer  review  procedures. 

The  following  will  be  considered  in  evaluating  applications: 
o Overall  scientific  merit; 
o Quality  of  the  enrichment  activities; 

o Criteria  for  selecting  participants;  especially  those  who  are 

under-represented  in  the  biomedical  sciences  in  general  and  genomic 
research  specifically; 

o Adequacy  of  recruitment  plans; 

o Potential  for  increasing  the  number  of  students  and  faculty  at 
minority  institutions  who  are  interested  in  pursuing  a career  or 
research  project  in  genomic  research. 

Following  the  initial  review,  applications  will  be  considered  by  the 
appropriate  National  Advisory  Council. 

METHOD  OF  APPLYING 

Applications  should  be  submitted  at  least  10  months  in  advance  of  the 
conference/scientific  meeting  date  and  on  Form  PHS  398  (revised  10/88). 
Application  kits  are  available  in  most  institutional  business  offices  and  from 
the  Office  of  Grants  Inquiries,  Westwood  Bldg.,  Room  449;  National  Institutes 
of  Health,  Bethesda,  MD  20892. 

Instructions  for  conference  grant  applications  should  be  followed. 

Applications  will  be  accepted  in  accordance  with  the  usual  NIH  receipt  dates 
(February  1,  June  1,  and  October  1).  It  is  essential  that  applicants  type 
"Minority  Institution  Travel  Award  Program"  in  item  2 on  the  face  page  of  the 
application  form.  The  original  and  six  copies  of  the  application  should  be 
submitted  to  the  following  office: 

Application  Receipt  Office 
Division  of  Research  Grants 
Westwood  Building,  Room  240 
National  Institutes  of  Health 
Bethesda,  MD  20892** 

Telephone:  (301)  496-7273 

FUNDING 

Applications  will  compete  for  available  funds  with  all  other  approved 
applications.  Funding  decisions  will  be  based  on  recommendations  of  the 
initial  review  group  and  of  the  appropriate  National  Advisory  Council 
regarding  scientific  merit  and  program  relevance. 

For  more  information  about  conference  grants,  applicants  may  contact: 

Bettie  J.  Graham,  Ph.D. 

National  Center  for  Human  Genome  Research 
Building  38A,  Room  613 
National  Institutes  of  Health 
9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-7531 

e-mail  address:  B2G3NIHCU . bitnet 
B2G3CU.NIH.gov 

The  program  official  welcomes  the  opportunity  to  discuss  this  program  with 
interested  applicants  and  encourages  telephone,  e-mail,  or  written  inquiries. 
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BIOTECHNOLOGY  RESEARCH  TRAINING 


PA:  PA-91 -18 

P.T.  44;  K.W.  0710035 

National  Institute  of  General  Medical  Sciences 

Application  Receipt  Dates:  January  10,  May  10,  September  10 

March  22,  1991  for  1991  only  CT32  only) 

Congress  has  significantly  increased  the  support  for  biotechnology  research 
training  for  fiscal  year  1991.  Consequently,  the  National  Institute  of 
General  Medical  Sciences  (NIGMS)  reannounces  its  predoctoral  and  postdoctoral 
research  training  programs  in  the  area  of  biotechnology.  These  programs 
differ  from  existing  NIGMS  research  training  programs  primarily  in  their 
emphasis  on  engineering,  mathematical,  and  physical  research  methods  and 
approaches  to  the  analysis  of  biological  processes.  Consistent  with  the 
Office  of  Technology  Assessment's  definition  of  biotechnology  as  "any 
technique  that  uses  living  organisms  (or  parts  of  organisms)  to  make  or  modify 
products,  to  improve  plants  or  animals,  or  to  develop  microorganisms  for 
specific  uses,"  these  research  training  programs  are  designed  to  enhance 
technological  explorations  leading  to  the  development  of  new  or  improved 
biotechnology  products  and  services.  Research  training  to  be  supported  under 
this  announcement  includes  predoctoral  (T32)  institutional  training  grants, 
individual  postdoctoral  (F32)  fellowships,  and  senior  (F33)  fellowships. 

The  NIGMS  currently  supports  predoctoral  research  training  through  National 
Research  Service  Award  (NRSA)  institutional  training  grants  in  five  major 
programs:  Cellular  and  Molecular  Biology,  Genetics,  Molecular  Biophysics, 

Pharmacological  Sciences,  and  Systems  and  Integrative  Biology.  In  addition, 
postdoctoral  fellowship  awards  support  interdisciplinary  research  training 
with  a strong  emphasis  on  basic  research.  The  Institute’s  goal  in  these 
programs  is  to  provide  trainees  with  broad  access  to  research  opportunities 
across  disciplinary  and  departmental  lines,  while  not  sacrificing  the 
standards  of  depth  and  creativity  characteristic  of  the  best  Ph.D.  programs  of 
individual  departments.  Cooperative  involvement  of  faculty  members  from 
several  departments  as  research  mentors  is  considered  evidence  of  such 
breadth . 

The  enormous  growth  of  the  biotechnology  industry  has  resulted  in  critical 
shortages  of  experts  in  biochemical  engineering , biocomputation, 
macromolecular  structure , protein  engineering , immunogenet ics , protein 
chemistry,  separation  technologies , and  other  areas  that  coincide  with  the 
major  biotechnology  research  needs . NIGMS  support  for  new  biotechnology 
programs  is  intended  to  help  fill  this  need  by  providing  research  training 
that  focuses  on  the  applications  of  engineering , physics , chemistry, 
mathematics,  and  biology  to  those  areas  of  biomedical  research  related  to 
biotechnology . Involvement  of  faculty  from  the  physical  and  biological 
sciences , as  well  as  a curriculum  that  bridges  these  two  disciplines,  are 
considered  essential  for  biotechnology  training  programs . While  there  is  also 
an  increasing  demand  for  bioscientists  trained  in  more  classical  areas , such 
as  biological  chemistry,  cell  biology,  enzymology , microbial  ecology, 
microbial  physiology , molecular  genetics , pharmacology/ toxicology , physiology , 
and  virology,  it  is  expected  that  these  individuals  will  participate  in  the 
more  traditional  training  programs  described  in  the  preceding  paragraph . 
Biotechnology  training  programs  are  NOT  intended  to  duplicate  those  existing 
programs . 

PREDOCTORAL  RESEARCH  TRAINING  GRANTS 

Applications  requesting  support  of  PREDOCTORAL  RESEARCH  TRAINING  in 
biotechnology  should  accommodate  the  following  considerations : 

o Biotechnology  research  training  should  be  an  interdiscipl inary 
enterprise  targeted  toward  the  production  of  a new  cadre  of 
scientists  with  facility  and  orientation  to  combine  basic  and 
applied  research . Because  students  entering  the  program  will  have 
different  backgrounds,  biotechnology  training  programs  should  have 
sufficient  flexibility  to  accommodate  a variety  of  candidates  with 
fundamentally  sound  preparation  in,  for  example,  chemical 
engineering,  biology,  applied  mathematics , chemistry,  computer 
science,  biochemistry,  or  physics. 

o Biotechnology  research  training  should  provide  for  a significant 
amount  of  laboratory  experience  based  on  state-of-the-art  common 
methodologies  ( e . g . , bioprocess  engineering , plant  and  animal  cell 
culture  technologies,  biocomputing,  macromolecular  structure 
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analyses,  hybridoma  technology,  molecular  genetics,  cell 
fractionation,  and  separation  technologies). 

o To  ensure  formal  mechanisms  for  mult idepartmental  organization  and 
truly  inter-  Cor  cross-)  disciplinary  training,  and  to  make 
provisions  for  academic  and  industrial  collaborations  in  research 
training,  it  is  desirable  that  these  training  programs  be 
established  at  academic  institutions  with  viable  biotechnology 
research  programs  (centers,  institutes,  or  consortia).  Scientists 
from  both  the  industrial  and  academic  sectors  should  participate  in 
such  research  training  programs.  To  ensure  an  appropriate  balance 
of  basic  and  applied  biotechnology  research  experiences  and 
perspectives,  it  is  desirable  that  trainees  participate  in 
internships  in  biotechnology  industries  or  that  an  alternative 
mechanism  to  such  internships  is  available  as  an  integral  part  of 
the  training  program. 

o It  is  expected  that  the  Federal  resources  committed  to  the  support 
of  biotechnology  research  training  be  augmented  by  cost-sharing 
mechanisms,  employing  the  university  or  state's  resources,  as  well 
as  those  of  industries  collaborating  with  these  biotechnology 
research  and  research  training  institutions. 

The  stipend  level  for  predoctoral  trainees  is  §8,800  per  annum.  In  addition, 
the  applicant  institution  may  request  up  to  $1,500  per  year  for  each 
predoctoral  trainee  for  essential  direct  support  costs  to  the  training 
program.  Tuition  support  for  each  trainee  may  be  requested  in  accordance  with 
amounts  charged  to  other  graduate  students.  Indirect  cost  will  be  paid  at  8 
percent  of  total  allowable  direct  costs  less  tuition. 

Institutional  training  grants  are  made  for  project  periods  of  up  to  5 years 
and  are  renewable.  However,  no  single  predoctoral  trainee  may  receive  more 
than  5 years  of  support  unless  a special  waiver  is  obtained. 

INDIVIDUAL  FELLOWSHIPS 

POSTDOCTORAL  FELLOWSHIPS  in  biotechnology  are  welcomed  from  applicants  trained 
in  engineering,  mathematical,  or  physical  sciences  who  desire  to  bring  such 
approaches  to  biotechnology  research  or  from  biologists  who  wish  to  acquire 
research  training  in  biocomputation,  protein  engineering,  macromolecular 
analyses,  or  other  areas  related  to  biotechnology.  Applications  from 
candidates  seeking  postdoctoral  training  in  biotechnology  industrial  settings 
are  especially  encouraged. 

The  stipend  level  for  the  individual  postdoctoral  fellowship  ranges  from 
$18,600  to  $32,300  depending  on  years  of  relevant  experience  subsequent  to  the 
award  of  the  doctorate  degree.  In  addition,  the  applicant's 

institution/organization  may  request  an  institutional  allowance  up  to  $3,000 
per  year  for  support  of  supplies,  equipment,  travel,  tuition,  fees,  insurance, 
and  other  training-related  costs. 

Individual  postdoctoral  fellowships  are  made  for  project  periods  of  up  to  3 
years . 

SENIOR  FELLOWSHIPS  will  be  supported  for  experienced  investigators  in  the 
biological,  engineering,  mathematical,  or  physical  sciences  who  desire  to 
acquire  experiences/training  in  areas  more  directly  related  to  biotechnology. 
The  stipend  level  is  currently  $30,000  per  annum  for  project  periods  of  up  to 
2 years.  The  applicant's  institution/organization  may  request  an 
institutional  allowance  up  to  $3,000  per  year  for  support  of  supplies, 
equipment,  travel,  tuition,  fees,  insurance,  and  other  training-related  costs. 

More  detail  on  the  policies  governing  the  institutional  predoctoral  training 
Westwood  Building,  Room  449  grant,  the  postdoctoral  fellowships,  and  the 
senior  fellowship  awards  can  be  found  in  the  National  Research  Service  Awards 
Guidelines  published  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol . 13,  No. 

1,  January  6,  1984. 

Application  materials  are  available  from  the  university  business  office  or 
from : 

Office  of  Grants  Inquiries 
Division  of  Research  Grants 
National  Institutes  of  Health 
Bethesda,  MD  20892 

Deadlines  for  receipt  of  all  types  of  applications  included  in  this 
announcement  are  January  10,  May  1 0 , and  September  1 0 . For  Fiscal  Year  1 99 1 
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ONLY  there  will  be  one  additional  deadline  of  March  22,  1991  for  receipt  of 
applications  for  INSTITUTIONAL  PREDOCTORAL  RESEARCH  TRAINING  GRANTS. 
Applications  in  response  to  this  announcement  for  the  March  22,  1991,  deadline 
should  indicate  in  response  to  Item  #2  on  the  398  face  page:  BIOTECHNOLOGY 
RESEARCH  TRAININGi,  PA-91 -18. 

The  signed  original  and  four  copies  of  the  application  should  be  sent  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892XX 

Applicants  who  are  planning  to  submit  for  the  March  22  deadline  are  strongly 
encouraged  to  contact  Dr.  Christine  Carrico  at  (301)  496-7707  as  soon  as 
possible.  To  expedite  the  review  process,  in  addition  to  the  required  copies 
submitted  to  the  Division  of  Research  Grants,  two  copies  of  the  application 
should  be  submitted  directly  to: 

Office  of  Review  Activities 

National  Institute  of  General  Medical  Sciences  (NIGMS) 

Westwood  Building,  Room  9A18 
Bethesda,  MD  20892 

For  further  information,  please  contact: 

Dr.  Christine  K.  Carrico,  Ph.D. 

Director,  Pharmacological  Sciences  Program 

National  Institute  of  General  Medical  Sciences  (NIGMS) 

5333  Westbard  Avenue,  Room  919 
Bethesda,  MD  20892 
Telephone:  (301)  496-7707 


BIOMEDICAL  RESEARCH  SUPPORT  SHARED  INSTRUMENTATION  GRANTS 

PA:  PA-91-19 

P.T.  34;  K.W.  0735000,  1014001,  0735015 
National  Center  for  Research  Resources 
Application  Receipt  Date:  March  26,  1991 
BACKGROUND 

The  National  Center  for  Research  Resources  (NCRR)  is  continuing  its 
competitive  Biomedical  Research  Support  (BRS)  Shared  Instrumentation  Grant 
(SIG)  Program  initiated  in  Fiscal  Year  1982.  The  program  was  established  in 
recognition  of  the  long-standing  need  in  the  biomedical  research  community  to 
cope  with  rapid  technological  advances  in  instrumentation  and  the  rapid  rate 
of  obsolescence  of  existing  equipment.  The  objective  of  the  program  is  to 
make  available,  to  institutions  with  a high  concentration  of  Public  Health 
Service  ( PHS ) -supported  biomedical  investigators,  research  instruments  that 
can  only  be  justified  on  a shared-use  basis  and  for  which  meritorious  research 
projects  are  described. 

An  eligible  institution  may  submit  more  than  one  application  for  different 
instrumentation  for  the  March  26,  1991,  deadline.  However,  if  multiple 
applications  are  submitted  for  similar  instrumentation  from  one  or  more 
eligible  components  of  an  institution,  then  documentation  from  a high 
administrative  official  must  be  provided , stat ing  that  the  multiple 
appl icat ions  are  a coordinated  institutional  resource  plan,  not  an  unintended 
duplication . 

RESEARCH  GOALS  AND  SCOPE 

This  program  is  designed  to  meet  the  special  problems  of  acquisition  and 
updat ing  of  expensive  shared-use  instruments  which  are  not  generally  available 
through  other  PHS  mechanisms,  such  as  the  individual  research  project,  program 
project  and  center  grant  programs , the  Biomedical  Research  Technology  Grant 
Program,  or  the  Biomedical  Research  Support  (BRS)  Grant  Program.  Proposals 
for  the  development  of  new  instrumentation  will  not  be  considered . 
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ELIGIBILITY 


The  BRS  Shared  Instrumentation  Grant  Program  is  a subprogram  of  the  BRS  Grant 
Program  of  NCRR.  Awards  are  made  under  the  authority  of  the  BRS  program  and 
are  made  to  institutions  only,  not  to  individuals.  Therefore,  eligibility  is 
limited  to  institutions  that  receive  a BRS  grant  award.  Awards  are  contingent 
on  the  availability  of  funds. 

MECHANISM  OF  SUPPORT 

BRS  Shared  Instrumentation  Grants  provide  support  for  expensive 
state-of-the-art  instruments  utilized  in  both  basic  and  clinical  research. 
Applications  are  limited  to  instruments  that  cost  at  least  $100,000  per 
instrument  or  system.  The  maximum  award  is  $400,000.  Types  of 
instrumentation  supported  include,  but  are  not  limited  to,  nuclear  magnetic 
resonance  systems,  electron  microscopes,  mass  spectrometers,  protein 
sequencer/amino  acid  analyzers,  and  cell  sorters.  Support  will  not  be 
provided  for  general  purpose  equipment  or  purely  instructional  equipment. 
Proposals  for  "stand  alone"  computer  systems  will  only  be  considered  if  the 
instrument  is  solely  dedicated  to  the  research  needs  of  a broad  community  of 
PHS-supported  investigators. 

Awards  will  be  made  for  the  direct  costs  of  the  acquisition  of  new,  or  the 
updating  of  existing,  research  instruments.  The  institution  must  meet  those 
costs  (not  covered  in  the  normal  purchase  price)  required  to  place  the 
instrumentation  in  operational  order  as  well  as  the  maintenance,  support 
personnel,  and  service  costs  associated  with  maximum  utilization  of  the 
instrument.  There  is  no  upper  limit  on  the  cost  of  the  instrument,  but  the 
maximum  award  is  $400,000.  Grants  will  be  awarded  for  a period  of  one  year 
and  are  not  renewable.  Supplemental  applications  will  not  be  accepted.  The 
program  does  not  provide  indirect  costs  or  support  for  construction  or 
alterations  and  renovations.  If  the  amount  of  funds  requested  does  not  cover 
the  total  cost  of  the  instrument,  the  application  should  describe  the  proposed 
sources(s)  of  funding  for  the  balance  of  the  cost  of  the  instrument. 
Documentation  of  the  availability  of  the  remainder  of  the  funding,  signed  by 
an  appropriate  institutional  official,  must  be  presented  to  NCRR  prior  to  the 
issuance  of  an  award.  Requests  for  a multiple  instrument  purchase  totalling 
over  $400,000  must  specify  and  justify  which  instrument ( s ) should  be  supported 
within  the  $400,000  ceiling. 

Applicants  proposing  the  direct  purchase  of  an  instrument  that  the  institution 
has  secured  or  is  planning  to  secure  via  a leasing  agreement  are  strongly 
encouraged  to  consult  with  their  institutional  sponsored  projects  office 
regarding  applicable  PHS  policy  prior  to  executing  the  leasing  agreement.  If 
the  leasing  agreement  was  executed  more  than  one  year  prior  to  submission  of 
the  SIG  application,  the  applicant  must  provide  strong  justification  for  the 
requested  Federal  funds.  Further,  the  instrument  must  be  considered 
state-of-the-art  at  the  time  of  submission  of  the  SIG  application. 

A major  user  group  of  three  or  more  investigators  should  be  identified.  A 
minimum  of  three  major  users  must  have  PHS  peer-reviewed  research  support  at 
the  time  of  the  award;  50  percent  of  these  grants  must  have  been  awarded  by 
the  NIH.  The  application  must  show  a clear  need  for  the  instrumentation  by 
projects  supported  by  multiple  PHS  research  awards  and  demonstrate  that  these 
projects  will  require  at  least  75  percent  of  the  total  usage  of  the 
instrument.  Major  users  can  be  individual  researchers,  or  a group  of 
investigators  within  the  same  department  or  from  several  departments  at  the 
applicant  institution.  PHS  extramural  awardees  from  other  institutions  may 
also  be  included. 

If  the  major  user  group  does  not  require  total  usage  of  the  instrument,  access 
to  the  instrument  can  be  made  available  to  other  users  upon  the  advice  of  the 
internal  advisory  committee.  These  users  need  not  be  PHS  awardees,  but 
priority  should  be  given  to  PHS-supported  scientists  engaged  in  biomedical 
research . 

ADMINISTRATIVE  ARRANGEMENTS 

Each  applicant  institution  must  propose  a Principal  Investigator  who  can 
assume  administrative/ scientific  oversight  responsibility  for  the 
instrumentation  requested.  An  internal  advisory  committee  to  assist  in  this 
responsibility  should  also  be  utilized.  The  Principal  Investigator  and  the 
advisory  group  are  responsible  for  the  development  of  guidelines  for  shared 
use  of  the  instrument , for  preparation  of  all  reports  required  by  the  NIH,  for 
relocation  of  the  instrument  within  the  grantee  institution  if  the  major  user 
group  is  significantly  altered  and  for  continued  support  for  the  maximum 
utilization  and  maintenance  of  the  instrument  in  the  post-award  period . 
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A plan  should  be  proposed  for  the  day-to-day  management  of  the  instrument 
including  designation  of  a qualified  individual  to  supervise  the  operation  of 
the  instrument  and  to  provide  technical  expertise  to  the  users.  Specific 
plans  for  sharing  arrangements  and  for  monitoring  the  use  of  the  instrument 
should  be  described. 

If  a grant  award  is  made,  a final  progress  report  will  be  required  that 
describes  the  use  of  the  instrument,  listing  all  users,  and  indicating  the 
value  of  the  instrumentation  to  the  research  of  the  major  users  and  to  the 
institution  as  a whole.  This  report  is  due  within  90  days  following  the  end 
of  the  project  period. 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  are  reviewed  by  specially  convened  initial  review  groups  of  the 
Division  of  Research  Grants  (DRG)  for  scientific  and  technical  merit  and  for 
program  considerations  by  the  National  Advisory  Research  Resources  Council 
(NARRC)  of  the  NCRR.  Approximately  half  of  the  applications  will  be  reviewed 
at  the  September  1991,  NARRC  meeting  and  the  remainder  at  the  NARRC  meeting  in 
February  1992.  Funding  decisions  on  all  applications  received  for  the  March 
26,  1991,  deadline  will  not  be  made  until  the  program  receives  an 
appropriation  for  FY  1992.  The  Council  date  will  not  affect  funding 
decisions . 

Criteria  for  review  of  applications  include  the  following : 

o The  extent  to  which  an  award  for  the  specific  instrument  would  meet 
the  scientific  needs  and  enhance  the  planned  research  endeavors  of 
the  major  users  by  providing  an  instrument  that  is  unavailable  or 
to  which  availability  is  highly  limited . 

o The  availabil ity  and  commitment  of  the  appropriate  technical 

expertise  within  the  major  user  group  or  the  inst itut ion  for  use  of 
the  instrumentation . 

o The  adequacy  of  the  organizational  plan  and  the  internal  advisory 
committee  for  administration  of  the  grant  including  sharing 
arrangements  for  use  of  the  instrument . 

o The  institution' s commitment  for  continued  support  of  the 
utilization  and  maintenance  of  the  instrument . 

o The  benefit  of  the  proposed  instrument  to  the  overall  research 
community  it  will  serve . 

METHOD  OF  APPLYING 

Copies  of  a more  detailed  announcement  are  being  mailed  to  Program  Directors 
of  BRS  grants  and  to  sponsored  program  offices  at  all  institutions  currently 
receiving  BRS  grants . Interested  investigators  should  obtain  the  complete 
announcement  prior  to  preparing  an  application. 

Applications  must  be  received  by  March  26 , 1991.  Applications  received  after 
this  date  will  not  be  accepted  for  review  in  this  competition . The  original 
and  four  copies  should  be  sent  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Inst itutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

If  appendix  material  is  submitted,  five  collated  sets  must  be  included  with 
the  application  package.  Identify  each  of  the  five  sets  with  the  name  of  the 
principal  investigator  and  the  project  title.  This  material  will  not  be 
routinely  duplicated  and  will  be  used  in  a limited  way  by  members  of  the 
initial  review  group. 

Two  copies  of  the  application  and  one  copy  of  any  appendix  material  should 
also  be  addressed  to: 

Biomedical  Research  Support  Program 
National  Center  for  Research  Resources 
National  Institutes  of  Health 
Westwood  Building,  Room  10A06 
5333  Westbard  Avenue 
Bethesda,  MD  20892** 
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Inquiries  should  be  directed  to  the  Biomedical  Research  Support  Program  Office 
at  (301  ) 496-6743. 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  number 
93.337,  Biomedical  Research  Support.  Awards  will  be  made  under  the  authority 
of  the  Public  Health  Service  Act,  Section  301  (Public  Law  78-410,  as  amended; 
42  USC  241 ) and  administered  under  PHS  grant  policies  and  Federal  Regulations 
42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  Review. 


x*THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  Maryland  20816 


* U.S.  G.P.O. : 1 991  - 281-826:20027 
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NOTICES 


SCIENTIFIC  MISCONDUCT:  LIVING  WITH  THE  NEW  REGULATIONS:  THE  FIRST  YEAR  ...  1 

National  Institutes  of  Health 

Index:  NATIONAL  INSTITUTES  OF  HEALTH 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS"  1 

National  Inst itutes  of  Health 
Food  and  Drug  Administration 
Index:  NATIONAL  INSTITUTES  OF  HEALTH 

FOOD  AND  DRUG  ADMINISTRATION 


CONFERENCE:  SCIENTIFIC  INTEGRITY:  MAJOR  ISSUES  FACED  BY  RESEARCH 

INSTITUTIONS  3 

Nat ional  Inst itutes  of  Health 
Index:  NATIONAL  INSTITUTES  OF  HEALTH 

CONFERENCE:  FOSTERING  SCIENTIFIC  INTEGRITY  IN  BIOMEDICAL  RESEARCH  3 

National  Institutes  of  Health 
Index:  NATIONAL  INSTITUTES  OF  HEALTH 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


ARTIFICIAL  LUNG  RESEARCH  AND  DEVELOPMENT  (RFP)  4 

National  Heart,  Lung,  and  Blood  Institute 
Index:  HEART,  LUNG,  BLOOD 

ROLE  OF  MONONUCLEAR  PHAGOCYTES  IN  OPPORTUNISTIC  INFECTIONS  OF  ORAL 

MUCOSA  AND  OTHER  TISSUES  IN  AIDS  PATIENTS  (RFP)  4 

National  Institute  of  Dental  Research 
Index:  DENTAL  RESEARCH 

EVALUATION  OF  TREATMENTS  FOR  CLEFT  LIP  AND/OR  PALATE  ( RFA  DE-91-04)  5 

National  Institute  of  Dental  Research 
Index:  DENTAL  RESEARCH 

RESEARCH  CENTERS  IN  ORAL  BIOLOGY  (RFA  DE-91-01)  6 

National  Institute  of  Dental  Research 
Index:  DENTAL  RESEARCH 


ONGOING  PROGRAM  ANNOUNCEMENTS 


INVESTIGATIONS  INTO  METHODS  THAT  REPLACE  OR  REDUCE  VERTEBRATE  ANIMALS 

USED  IN  RESEARCH,  OR  LESSEN  THEIR  PAIN  AND  DISTRESS  (PA-91 -20)  8 

National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 
Index:  NATIONAL  INSTITUTES  OF  HEALTH 

ALCOHOL,  DRUG  ABUSE,  AND  MENTAL  HEALTH  ADMINISTRATION 


PREVENTION  OF  LOW  BIRTH  WEIGHT  (PA-91 -21)  11 

National  Center  for  Nursing  Research 

National  Institute  of  Child  Health  and  Human  Development 
Index:  NURSING  RESEARCH,  CHILD  HEALTH,  HUMAN  DEVELOPMENT 


NOTICES 


SCIENTIFIC  MISCONDUCT;  LIVING  WITH  THE  NEW  REGULATIONS:  THE  FIRST  YEAR 

P.T.  42;  K.W.  1014004,  1014006 
National  Institutes  of  Health 

The  Office  of  Scientific  Integrity  at  the  National  Institutes  of  Health  will 
hold  three  regional  symposia  to  share  experiences  related  to  implementing  the 
new  regulations  dealing  with  the  Final  Rule  on  "Responsibilities  of  Awardee 
and  Applicant  Institutions  for  Dealing  With  and  Reporting  Possible  Misconduct 
in  Science"  (42  CFR  Part  50,  Subpart  A).  The  symposia  will  feature  open 
discussion  of  problems  and  solutions  associated  with  implementing  and 
operating  under  the  new  regulations.  They  will  include  sessions  on  assurance 
and  reporting  requirements,  conduct  of  inquiries  and  investigations  from 
development  of  the  issues  to  resolution,  jurisdictional  issues,  and  due 
process  issues.  The  symposia  are  intended  to  be  of  special  interest  to 
institutional  officials  responsible  for  instituting  and  overseeing  the 
university's  response  to  allegations  of  scientific  misconduct.  The  symposia 
will  be  held  in:  Washington,  DC  on  March  14-15;  Seattle,  WA  on  March  25-26; 
and  New  Orleans,  LA  on  April  15-16.  Attendance  will  be  limited  to  200  with  no 
more  than  two  representatives  from  each  institution  and  will  be  on  a first 
come  first  served  basis.  There  will  be  a $50  registration  fee.  To  attend, 
please  provide  your  name,  institution  or  company,  and  payment  to: 

Social  & Scientific  Integrity 
7101  Wisconsin  Avenue 
Suite  610 

Bethesda,  MD  20814-4805 
Telephone:  (301)  986-4870 

or 

Dr.  Clyde  A.  Watkins 

Senior  Scientist 

Office  of  Scientific  Integrity 

National  Institutes  of  Health 

Building  31,  Room  B1C39 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Make  check  payable  to  Social  & Scientific  Systems.  Additional  information 
will  be  sent  upon  request  or  upon  receipt  of  reservation. 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS" 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration 
(FDA)  are  continuing  to  sponsor  a series  of  workshops  on  responsibilities  of 
researchers.  Institutional  Review  Boards  (IRBs),  and  institutional  officials 
for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to 
everyone  with  an  interest  in  research  involving  human  subjects.  The  meetings 
should  be  of  special  interest  to  those  persons  currently  serving  or  about  to 
begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these  workshops  are 
relevant  to  all  other  Public  Health  Service  agencies.  The  current  schedule 
includes  the  following: 

I.  SOUTHWEST  WORKSHOP 

DATES:  February  4-5,  1991 

WORKSHOP  SITE: 

Meridien  Hotel 

50  Third  Street 

San  Francisco,  CA  94103 

SPONSOR: 

University  of  California  at  San  Francisco 
Box  0400 

San  Francisco,  CA  94143 
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REGISTRATION  CONTACT: 

Ms.  Phyllis  Colbert 
Workshop  Contact  Person 

University  of  California  at  San  Francisco 
Box  0400 

San  Francisco,  CA  94143 
Telephone:  (415)  476-1881 

TOPIC:  "The  Use  of  Human  Subjects  in  Research:  AIDS  as  a Model  of 

Complexity" 

II.  MIDEAST  WORKSHOP 

DATES:  March  4-5,  1991 

WORKSHOP  SITE: 

Friday  Center 

Laurel  Hill  Parkway 

Chapel  Hill,  NC  27599-1020 

SPONSORS: 

University  of  North  Carol ina  at  Chapel  Hill 

300  Bynum  Hall 

Chapel  Hill,  NC  27599-4100 

Shaw  University 
1 1 8 E . South  Street 
Raleigh,  NC  27611 

REGISTRATION  CONTACT: 

Mr . A1  Dawson 
Director 
Friday  Center 
Laurel  Hill  Parkway 
C.  B.  1020 

Chapel  Hill,  NC  27599-1020 
Telephone:  (919)  962-1106 

TOPIC:  "Interpreting  the  Federal  Code  for  the  Protection  of  Human  Subjects" 

III.  MIDWEST  WORKSHOP 

DATES:  April  11-12,  1991 

WORKSHOP  SITE: 

Hyde  Park  Hilton 
4900  Lake  Shore  Drive 
Chicago,  IL  60615 

SPONSORS: 

University  of  Chicago 
970  East  58th  Street 
Chicago,  IL  60637 

Chicago  State  University 
95th  Street  at  King  Drive 
Chicago,  IL  60628 

REGISTRATION  CONTACT: 

Mr.  Arnold  L.  Aronoff 
Associate  Director 

Faculty  and  Administrative  Services 

University  Research  Admin is t rat  ion 

University  of  Chicago 

970  East  58th  Street 

Chicago,  IL  60637 

Telephone:  (312)  702-8669 

TOPIC:  "Cultural  Diversity,  Ethics,  and  Research:  A Workshop  on  Human 

Subject  Protect  ion" 

NIH/FDA  have  planned  national  human  subject  protections  workshops  in  other 
parts  of  the  United  States.  For  further  information  regarding  these  workshops 
contact : 
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Darlene  Marie  Ross 

Executive  Assistant  for  Education 
Division  of  Human  Subject  Protections 
Office  for  Protection  from  Research  Risks 
National  Institutes  of  Health 
9000  Rockville  Pike 
Bldg.  31,  Room  5B43B 
Bethesda,  MD  20892 
Telephone:  (301)  496-8101 


CONFERENCE:  SCIENTIFIC  INTEGRITY:  MAJOR  ISSUES  FACED  BY  RESEARCH 

INSTITUTIONS 

P.T.  42;  K.W.  1014004,  1014006 
National  Institutes  of  Health 

The  National  Institutes  of  Health,  the  Association  of  American  Medical 
Colleges,  and  Harvard  Medical  School  are  co-sponsoring  a working  conference 
for  scientists,  administrators,  and  lawyers  who  have  responsibility  for 
implementing  policies  and  regulations  designed  to  ensure  scientific  integrity. 
The  program  is  designed  for  maximum  interaction  between  panelists  and 
attendees,  and  among  attendees  themselves.  The  goal  is  to  generate  new 
perspectives  for  some  of  the  most  difficult  problems  faced  by  research 
institutions  in  dealing  with  matters  of  scientific  integrity . The  moderators 
and  panelists  will  bring  the  perspectives  of  law,  research,  and  administration 
to  the  issues  of  due  process  for  accused,  accuser  and  institution;  ownership 
of  research  data;  setting  sanctions  for  misconduct;  rehabilitation  of 
scientists  found  guilty  of  scientific  misconduct ; and  prevent  ion  of  scientific 
misconduct . Samuel  Thier , M.D.,  President , Inst itute  of  Medicine,  will 
address  the  conference  on  the  balance  between  university  and  government 
responsibilities  for  assurance  of  scientific  integrity . 

This  conference  meets  the  criteria  for  1 1 credit  hours  in  Category  1 of  the 
Physician7  s Recognition  Award  of  the  AMA . 

DATES:  February  2-3,  1991 

SITE:  Hyatt  Regency  Hotel,  Cambridge,  MA 

PROGRAM  AND  REGISTRATION  INFORMATION:  Telephone:  (617)  432-1525 


CONFERENCE:  FOSTERING  SCIENTIFIC  INTEGRITY  IN  BIOMEDICAL  RESEARCH 

P.T.  42;  K.W.  1014004,  1014006 
National  Institutes  of  Health 

The  Nat ional  Inst itut es  of  Health  ( NIH ) , the  Assoc iat ion  of  American  Medical 
Colleges , and  Washington  University  School  of  Medicine  are  co-sponsoring  an 
interactive  conference  for  biomedical  investigators,  research  administrators , 
and  university  attorneys  with  an  interest  in  fostering  the  integrity  of 
scientists . The  goals  of  the  workshop  are  to  discuss  the  scope  of  the  problem 
of  scientific  misconduct ; to  identify  perceived  or  real  factors  contr ibut ing 
to  misconduct ; to  discuss  the  roles  of  Congress , NIH,  and  inst itut ions  in 
managing  allegations  of  scientific  misconduct ; to  examine  how  well  specific 
institutions  have  dealt  with  allegations  of  fraud , plagiarism  or  other 
unacceptable  scientific  pract ices ; to  discuss  any  special  ethical 
cons ide rat  ions  associated  with  Industry/ University  ties ; and  to  discuss  the 
responsibilities  of  authors  and  collaborators  in  maintaining  scientific 
integrity  in  research . Several  break-out  sessions  will  address  focussed 
topics  of  particular  concern . 

This  conference  is  approved  for  credit  in  AMA  Category  1 . 

DATES:  April  25-26,  1991 

SITE:  The  Adams  Mark  Hotel,  St.  Louis,  MO 

PROGRAM  AND  REGISTRATION  INFORMATION:  Telephone:  (800)  325-9862,  interstate 

(314)  362-6893 , in  Missouri 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


ARTIFICIAL  LUNG  RESEARCH  AND  DEVELOPMENT 

RFP  AVAILABLE:  NHLBI-HR-91 -02 

P.T.  34;  K.W.  0740070,  0705065,  0706040 

National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  has  a requirement  for 
the  performance  of  research  leading  to  the  development  of  a new  artificial 
lung  or  improvement  upon  an  existing  artificial  lung  for  eventual  implantation 
in  pediatric  or  adult  patients  with  acute  or  chronic  respiratory  failure.  The 
device  should  be  highly  efficient,  biocompatible,  and  able  to  remain  in 
continuous  use  for  more  than  24  hours.  The  research  will  be  performed  in 
three  phases:  design  and  development,  in  vitro  testing,  and  in  vivo  (animal) 
testing.  Specifically,  the  implantable  artificial  lung  should:  1)  Exceed  the 
efficiency  of  current  devices  to  support  blood  gas  exchange;  2)  Avoid 
hemolysis,  thrombosis,  clots  or  emboli,  and  minimize  or  eliminate  the  need  for 
systemic  anticoagulation;  3)  Be  compatible  with  the  body  (e.g.,  non-toxic, 
non-corrosive,  non-carcinogenic),  impervious  to  body  fluids,  and  stable  in  the 
biologic  environment;  4)  Not  cause  a clinically  intolerable  inflammatory 
response;  5)  Not  significantly  compromise  immunocompetence;  6)  Be  capable  of 
reliable  continuous  operation  for  longer  than  24  hours;  and  7)  Avoid  heat 
build-up  or  obstruction  of  blood  flow.  THIS  RFP  EXCLUDES  THE  DEVELOPMENT  OF 
EXTRACORPOREAL  LIFE  SUPPORT  SYSTEMS  WHICH  ARE  NOT  DIRECTLY  RELATED  TO 
IMPLANTABLE  SYSTEMS.  RESEARCH  ON  MECHANICAL  PROPERTIES  AND  BASIC  MECHANISMS 
OF  BLOOD-MATERIAL  INTERACTIONS  PER  SE  NOT  DIRECTLY  RELATED  TO  THE  ARTIFICIAL 
LUNG  IS  EXCLUDED  FROM  THE  RFP.  DEVELOPMENT  OF  ANCILLARY  COMPONENTS,  CONTROL 
OF  THE  SYSTEM,  AND  STUDY  OF  FAILURE  MECHANISMS  ARE  EXCLUDED  FROM  THIS  RFP. 

This  announcement  is  not  a request  for  proposal  (RFP).  It  is  anticipated  that 
RFP  NHLBI-HR-9 1 -02  will  be  available  on  or  about  January  7,  1991,  with 

proposals  due  on  March  11,  1991.  Copies  of  the  RFP  may  be  obtained  by 
submitting  a written  request  along  with  three  (3)  self-addressed  mailing 
labels  to: 

National  Heart,  Lung,  and  Blood  Institute 

Contracts  Operations  Branch,  DEA 

Westwood  Building,  Room  654 

5333  Westbard  Avenue 

Bethesda , MD  20892 

ATTN:  Pamela  S.  Randall 

The  NHLBI  expects  to  make  two  awards  from  this  solicitation. 


ROLE  OF  MONONUCLEAR  PHAGOCYTES  IN  OPPORTUNISTIC  INFECTIONS  OF  ORAL  MUCOSA  AND 

OTHER  TISSUES  IN  AIDS  PATIENTS 

RFP  AVAILABLE:  NIH-NIDR-1 -91 -1R 

P.T.  34;  K.W.  0715008,  0715125,  1002004,  0755010 

National  Institute  of  Dental  Research 

The  National  Institute  of  Dental  Research  (NIDR)  has  a requirement  to  define 
the  role  of  mononuclear  phagocytes  in  opportunistic  infections  of  oral  mucosa 
and  other  tissues  in  AIDS  patients.  Preliminary  evidence  indicates  that 
monocytes  infected  with  replicating  HIV-1  in  vitro  are  unable  to  phagocytize 
and/or  kill  certain  pathogens  that  frequently  cause  life-threatening  disease 
and/or  morbidity  in  AIDS  patients.  The  contractor  shall  pursue  the 
significance  and  the  mechanism  of  this  defect  by:  1)  examining  the  impact  of 

HIV-1  infection  in  patients  on  the  ability  of  macrophages  to  contain 
opportunistic  pathogens  in  the  target  organs,  2)  determining  whether  HIV-1 
infection  is  directly  responsible  for  the  mononuclear  phagocyte  abnormalities 
in  vitro,  and  3)  isolating  mononuclear  phagocytes  from  infected  patients  to 
directly  assay  their  microbicidal  activity  and/or  infection  with  HIV.  These 
approaches  require  both  patient  materials  obtained  at  autopsy  and/or  biopsy 
and  in  vitro  analyses.  The  contractor  must  have  access  to  approved  biohazard 
facilities  for  working  with  HIV . 

RFP  NO.  NIH-NIDR-1 -91 -1R  will  be  available  on  or  about  January  21,  1991,  with 
proposals  due  on  or  about  March  4,  1991.  The  RFP  package  will  be  available 
upon  written  request  to: 
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Marilyn  R.  Zuckerman 
Contracting  Officer 
Contract  Management  Section 
National  Institute  of  Dental  Research 
National  Institutes  of  Health 
Westwood  Building,  Room  521 
5333  Westbard  Avenue 
Bethesda,  MD  20892 

The  NIDR  expects  to  make  one  award  from  this  solicitation. 


EVALUATION  OF  TREATMENTS  FOR  CLEFT  LIP  AND/OR  PALATE 

RFA  AVAILABLE:  DE-91-04 

P.T.  34;  K.W.  0755015,  0715148,  0785210,  0795005 

National  Institute  of  Dental  Research 

Letter  of  Intent  Receipt  Date:  November  1,  1991 
Application  Receipt  Date:  December  4,  1991 

PURPOSE 

The  National  Institute  of  Dental  Research  (NIDR)  seeks  research  grant 
applications  from  United  States  and  foreign  institutions  to  conduct 
prospective  and/or  retrospective  clinical  trials  evaluating  treatment 
procedures  for  nonsyndromic , unilateral  left  lip  and  palate.  This  Request  for 
Applications  (RFA)  is  for  a single  competition  with  a receipt  date  of  December 
4,  1991. 

RESEARCH  OBJECTIVES 

The  objective  of  this  RFA  is  to  solicit  applications  for  support  of 
prospective  and/or  retrospective  clinical  trials  to  evaluate  procedures  widely 
used  in  the  treatment  of  nonsyndromic,  unilateral  cleft  lip  and/or  palate.  It 
is  not  intended  to  support  studies  on  bilateral  and  syndromic  clefts  or  other 
major  congenital  or  acquired  craniofacial  defects. 

Examples  of  the  types  of  issues  that  might  be  addressed  include:  effects  of 
neonatal  treatment  with  orthopedic  devices  on  maxillary  arch  morphology; 
effects  of  alveolar  bone  grafting  on  the  primary  dentition;  effects  of  timing 
of  palatal  repair  on  speech  development;  evaluation  of  palatal  management 
procedures  on  velopharyngeal  function;  effects  of  palatal  repair  on  middle  ear 
pathology;  and  retrospective  evaluations  of  long-term  effects  of  treatments. 
This  list  is  not  intended  to  be  inclusive  and  applicants  are  free  to  propose 
clinical  trials  concerning  other  issues  in  cleft  treatment . It  is  essential 
that  the  majority  of  the  specific  aims  can  be  met  during  the  initial  period  of 
support  (3-5  years). 

It  is  likely  that  consortium  arrangements  will  be  required  to  assess 
sufficiently  large  numbers  of  pat ients  or  patient  records . Applications  from 
U.S.  and  foreign  investigators  and  those  including  collaborative  arrangements 
between  U.S.  and  foreign  investigators  are  encouraged . 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  research  project  grants  (R01).  It  is 
anticipated  that  up  to  four  awards  will  be  made,  if  a sufficient  number  of 
high  qual ity  applications  is  received . Although  funds  have  been  allocated  for 
this  program  in  NIDRfs  plans  for  Fiscal  Years  1992  through  1996,  award  of 
grants  resulting  from  this  RFA  is  contingent  upon  receipt  of  appropriated 
funds  for  this  purpose . Applicants  may  request  up  to  five  years  of  support . 
Subsequent  support  will  be  contingent  upon  program  needs  and  grantees 1 
performance , as  determined  by  peer  review . Policies  that  govern  research 
grant  programs  of  the  National  Institutes  of  Health  will  prevail. 

Applicants  are  encouraged  to  seek  support  from  other  public  sources , as  well 
as  private  sector  sources  including  foundations  and  industrial  concerns , for 
studies  that  will  complement  and  expand  the  research  supported  by  the  NIDR.  A 
summary  of  the  objectives  and  financial  support  for  such  studies  must  be 
included  in  the  application . 
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SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attent ion  to  the  inclusion  of  women  and  minorities  in  study 
populat ions . If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies , a specific  justification  for  this  exclusion  must  be 
provided . Appl icat ions  without  such  documentation  will  not  be  accepted  for 
review . 

REVIEW  PROCEDURES 

Appl icat ions  in  response  to  this  RFA  will  be  reviewed  by  a Special  Review 
Committee  convened  by  the  NIDR's  Scientific  Review  Branch . Secondary  review 
will  be  by  the  National  Advisory  Dental  Research  Council  in  May  1992. 

Funding  decisions  will  be  based  on  the  initial  review  group T s and  the  National 
Advisory  Dental  Research  Council T s recommendat ions  concerning  scientific 
merit , program  relevance  and  balance , total  cost  to  the  NIDR,  and  the 
availabil ity  of  appropriated  funds . The  earl iest  funding  date  is  July  1, 

1992. 

APPLICATION  PROCEDURES 

It  is  recommended  that  prospective  appl icant s contact  program  staff  early  in 
the  planning  phase  of  application  preparat ion  and  that  they  submit  a letter  of 
intent  no  later  than  November  1,  1991.  The  letter  should  give  a descript ive 

title  of  the  proposed  research ; the  name , address , and  telephone  number  of  the 
Principal  Investigator ; and  names  of  other  key  personnel  and  collaborat ing 
inst itut ions . A letter  of  intent  is  not  binding  nor  is  it  a prerequisite  for 
acceptance  of  an  application  but  it  will  assist  staff  in  planning  for  timely 
review  of  appl icat ions . 

Applications  must  be  submitted  on  form  PHS-398  (Rev.  10/88),  available  in  the 
business  or  grants  office  of  most  academic  or  research  institutions  or  from 
the  Division  of  Research  Grants , National  Inst itutes  of  Health . 

Requests  for  copies  of  the  full  RFA,  enquiries  and  letters  of  intent  should  be 
addressed  to: 

John  D.  Townsley,  Ph . D . 

Extramural  Program 

National  Inst itute  of  Dental  Research 
Westwood  Building,  Room  506 
Bethesda , MD  20892-4500 
Telephone:  (301)  496-7807 

This  program  is  described  in  the  Catalog  of  Federal  Domest ic  Assistance  No . 
93.122.  Awards  will  be  made  under  author izat ion  of  the  Public  Health  Service 
Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42 
USC  24 1 and  285 ) , and  administered  under  PHS  grants  pol ic ies  and  Federal 
Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Execut ive  Order  1 2372  or  Health 
Systems  Agency  review , April  6 , 1 988 . 


RESEARCH  CENTERS  IN  ORAL  BIOLOGY 

RFA  AVAILABLE:  DE-91-01 

P.T.  04;  K.W.  0715148,  0710030,  0785035,  0710070,  1002027,  1002019,  0710095 

National  Institute  of  Dental  Research 

Letter  of  Intent  Receipt  Date:  June  1,  1991 
Application  Receipt  Date:  September  16,  1991 

PURPOSE 

The  National  Institute  of  Dental  Research  (NIDR)  invites  applications  from 
United  States  institutions  for  support  of  Research  Centers  in  Oral  Biology 
( RCOB ) . The  primary  goal  of  the  RCOB  program  is  to  broaden  and  strengthen  the 
scientific  base  underlying  the  national  capability  to  improve  oral  health. 

The  RCOBs  bring  teams  of  invest igators  into  collaborat ive  relationships  to 
conduct  interdisciplinary  and  multidisciplinary  research.  Clinical  research 
will  be  supported  only  to  the  extent  that  it  is  a direct  extension  of  the 
basic  research  conducted  by  center  investigators . The  NIDR  uses  other 
mechanisms , including  categorical  centers  and  clinical  core  centers , to 
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support  clinical  research  focussing  on  the  principal  oral  diseases  and 
conditions . 

RESEARCH  GOALS  AND  SCOPE 

The  RCOB  program's  primary  goal  is  the  expansion  of  the  scientific  base  which 
underlies  the  nation's  capability  to  prevent  and  control  oral  diseases  and 
disorders  and  to  improve  oral  health.  The  secondary  goal  is  to  create  centers 
of  excellence  that  will  attract  investigators  of  high  quality  to  dental 
research,  provide  challenging  opportunities  for  research  training  at  all 
levels  of  career  development,  and  serve  as  magnet  organizations  to  foster 
productive  research-related  relationships  with  other  institutions. 

Support  will  be  provided  for  interdisciplinary  and  multidisciplinary  studies 
in  basic  biomedical  research  areas  relevant  to  the  mission  of  the  NIDR. 
Examples  of  research  areas  that  are  particularly  appropriate  for  study  in  a 
RCOB  include:  immunology;  microbiology  and  virology;  genetics;  developmental 

biology;  tissue  structure  and  function;  tissue  repair  and  regeneration; 
salivary  glands  and  secretions;  nutrition;  and  neurobiology.  Clinical 
research  will  be  supported  only  to  the  extent  that  it  is  a direct  extension  of 
the  basic  research  conducted  by  center  investigators.  Support  for  substantial 
clinical  studies  and  clinical  trials  must  be  derived  from  other  sources . 

Support  will  not  be  provided  for  a research  program  that  has  as  its  single 
focus  a categorical  or  thematic  area  already  targeted  by  NIDR  for  support . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populat ions . If  women  or  minor it ies  are  not  included  in  the  study  populat ions 
for  clinical  studies , a specific  just  if ic at  ion  for  this  exclusion  must  be 
provided . Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

RCOBs  will  be  supported  for  five  years  with  funding  projected  to  start  on 
December  1 , 1992.  Renewal  support  will  be  cont ingent  upon  program  needs  and 
an  institution' s abil ity  to  compete  successfully  in  response  to  a Request  for 
Applications  ( RFA ) . Awards  are  contingent  upon  the  availabil ity  of 
appropriated  funds . All  policies  and  requirements  that  govern  the  research 
grant  programs  of  the  PHS  will  apply  to  the  awards . The  NIDR  anticipates 
making  four  awards , not  to  exceed  $750,000  each  in  direct  costs  for  the  first 
year  of  the  award  if  a sufficient  number  of  applications  of  high  scientific 
merit  are  received . Applicants  are  encouraged  to  seek  complementary  support 
from  other  federal  government  or  nonfederal  sources . 

REVIEW  PROCEDURES 

Applications  will  be  evaluated  for  scientific  merit  by  a special  review 
committee  convened  by  the  NIDR  Scientific  Review  Branch . Prior  to  the  init ial 
review , a triage  mechanism  may  be  employed  to  screen  out  appl icat ions  that  are 
noncompetitive  or  nonresponsive  to  the  RFA . An  applicant  interview  or  site 
visit  may  be  included . Secondary  review  will  be  conducted  by  the  Nat ional 
Advisory  Dental  Research  Council.  Applications  in  response  to  this 
announcement  must  be  received  by  September  1 6 , 1991,  so  they  can  be  reviewed 
and  considered  for  funding  in  Fiscal  Year  1993. 

APPLICATION  PROCEDURES 

Prospective  applicants  should  communicate  with  program  and  grants  management 
staff  of  the  Institute ' s Extramural  Program  as  early  as  possible  in  the 
planning  phase  of  application  preparation . Advice  and  suggest  ions  by  staff 
may  materially  assist  applicants  to  ensure  that  the  RCOB's  objectives  and 
structure  and  the  budget  format  are  acceptable.  At  a minimum,  prospective 
applicants  are  urged  to  submit  by  June  1,  1991,  a letter  of  intent  that 
identifies  this  RFA;  includes  a descriptive  title  for  the  RCOB,  each  component 
and  project;  gives  the  name,  address  and  telephone  number  of  the  Director,  and 
the  names  of  other  key  personnel;  and  identifies  participating  institutions 
and  departments . It  should  be  addressed  to  the  Director , Extramural  Program, 
NIDR . The  letter  of  intent  is  not  binding  nor  is  it  a prerequisite  for 
acceptance  of  an  application  but  it  will  assist  staff  in  planning  for  the 
timely  review  of  applications. 

Applications  must  be  prepared  on  Form  PHS  398  (Rev.  10/88),  Application  for 
PHS  Grant , which  can  be  obtained  from  the  Division  of  Research  Grants , NIH,  or 
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from  the  institution' s Office  of  Research  and  Sponsored  Programs.  Detailed 
instructions  for  preparing  an  application  are  included  in  the  complete  RFA. 

INQUIRIES 

Requests  for  copies  of  the  complete  RFA  and  for  additional  information  should 
be  addressed  to: 

Director 

Extramural  Program 

National  Institute  of  Dental  Research 
National  Institutes  of  Health 
Westwood  Building,  Room  503 
5333  Westbard  Avenue 
Bethesda,  MD  20892-4500 
Telephone:  (301)  496-7723 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.845.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service 
Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and 
administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


INVESTIGATIONS  INTO  METHODS  THAT  REPLACE  OR  REDUCE  VERTEBRATE 

ANIMALS  USED  IN  RESEARCH,  OR  LESSEN  THEIR  PAIN  AND  DISTRESS 

PA:  PA-91 -20 

P.T.  34;  K.W.  0755020,  0780010,  0780015,  0780020 
National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 
BACKGROUND 

The  National  Institutes  of  Health  (NIH)  and  the  Alcohol,  Drug  Abuse,  and 
Mental  Health  Administration  (ADAMHA)  invite  grant  applications  for 
investigations  into  research  methods  that  do  not  use  vertebrate  animals,  use 
fewer  vertebrate  animals,  or  produce  less  pain  and  distress  in  vertebrate 
animals  used  for  research. 

Biomedical  research  will  be  most  effectively  advanced  by  the  continuous  use  of 
a combination  of  models  in  a complementary  and  interactive  manner,  rather  than 
by  concentrating  on  any  one  or  a few  kinds  of  model  systems.  Each  system, 
whether  mammalian  or  nonmammalian,  has  its  own  unique  advantages  and 
limitations.  Because  of  a continued,  wide  interest  in  the  development  of 
nonmammalian  models  for  biomedical  research,  this  ongoing  NIH/ ADAMHA- wide 
Program  Announcement  (PA)  is  being  reissued  to  encourage  the  submission  of 
applications  in  this  area. 

Proposals  for  the  study  of  invertebrates,  lower  vertebrates,  microorganisms, 
cell  and  tissue  culture  systems,  or  mathematical  approaches  should  be  regarded 
as  having  the  same  potential  relevance  to  biomedical  research  as  proposals  for 
work  on  systems  that  are  phylogenet ically  more  closely  related  to  humans. 
Experience  indicates  that  information  yielded  by  such  systems  can  increase 
substantially  the  knowledge  of  human  function. 

Animals  are  essential  to  the  advancement  of  knowledge  in  the  biomedical 
sciences.  Non-animal  research  methods  can,  and  do,  provide  additional 
opportunities  to  advance  our  understanding  of  biological  processes.  For 
example,  biological  models  or  model  systems  derived  from,  or  consisting  of, 
nonmammalian  organisms,  or  cell  and  tissue  culture  systems,  may  provide 
valuable  insights  into  mechanisms  of  biological  functions  that  are  more 
difficult  to  obtain  from  studies  of  whole  vertebrate  animals.  Mathematical 
modeling  is  another  useful  investigational  strategy  when  closely  coupled  to 
biological  experimentation,  and  there  are  opportunities  for  mathematical 
modeling  in  many  areas  of  biomedical  research.  Non-invasive  experimental 
techniques,  permitting  studies  of  biological  processes  in  intact  animals,  can 
reduce  the  number  of  experimental  animals  since  multi-step  phenomena  can  be 
observed  in  a single  subject.  Such  technologies  often  permit  studies 
otherwise  impossible  to  perform. 
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Many  strategies  are  currently  in  place  to  reduce  the  pain  and  distress  of 
laboratory  animals;  however,  new  methods  and  technologies  are  encouraged. 

RESEARCH  GOALS 

Grant  applications  are  requested  for  projects  that  will  increase  the  extent 
and  depth  of  knowledge  needed  to  develop  methods  of  biomedical  research  that: 

o do  not  require  the  use  of  vertebrate  animals 

o reduce  the  number  of  vertebrate  animals  used  in  research 

o produce  less  pain  and  distress  in  vertebrate  animals  than  methods 
currently  used 

o validate  or  demonstrate  the  reliability  of  non-animal  methods 

o expand  non-vertebrate  animal  research  methods  that  have  been  found 
valid  and  reliable 

MECHANISM  OF  SUPPORT 

The  support  mechanisms  for  this  program  include  the  individual 
investigator-initiated  research  project  grant  (R01),  the  FIRST  award  (R29), 
small  grants  program  (R03),  program  project  grants  (P01),  and  small  business 
innovation  research  (SBIR)  grants  ( R43 , R44).  Under  these  mechanisms,  the 
applicant  will  plan,  direct,  and  carry  out  the  research  program.  The  project 
period  during  which  the  research  will  be  conducted  should  adequately  reflect 
the  time  required  to  accomplish  the  stated  goals  and  be  consistent  with  the 
policy  for  grant  support.  Support  will  be  provided  for  up  to  five  years 
(renewable  for  subsequent  periods)  subject  to  the  availability  of  funds  and 
progress  achieved. 

Research  grant  applications  may  be  submitted  by  both  nonprofit  and 
profit-making  organizations  and  institutions.  State  or  local  governments  and 
their  agencies,  and  eligible  agencies  of  the  Federal  Government. 

APPLICATIONS  AND  REVIEW  PROCEDURES 

Applications  in  response  to  this  solicitation  will  be  peer  reviewed  for 
scientific  and  technical  merit.  They  will  be  judged  on  the  overall  scientific 
merit  of  the  proposed  research,  potential  significance  of  the  research 
findings,  adequacy  of  methodology,  availability  of  necessary  facilities,  and 
the  qualifications  of  the  research  team.  A secondary  review  for  policy  and 
program  relevance  to  the  research  needs  and  missions  of  the  Institute  or 
Center  to  which  the  proposal  is  assigned  will  be  made  by  the  respective 
National  Advisory  Council  or  Board. 

Applications  for  other  than  SBIR  support  must  use  PHS  Form  398  (rev.  10/88), 
"Application  for  Public  Health  Service  Grant".  SBIR  applicants  must  use  the 
form  PHS-6246-1 . Send  the  original  and  six  copies  of  the  application  to  the 
Division  of  Research  Grants,  NIH  as  described  in  the  PHS  application  kit. 

Applicants  should  check  the  box  marked  "yes"  in  item  2 of  the  PHS  398  face 
page,  and  enter  the  PA  number  and  title  on  line  2. 

Applicants  are  encouraged  to  contact  Dr.  Ramm  at  the  address  below  prior  to 
submitting  an  application: 

Dr.  Louise  E.  Ramm 

Director,  Biological  Models  and  Materials  Research  Program 

National  Center  for  Research  Resources,  NIH 

Westwood  Building,  Room  8A07 

Bethesda,  MD  20892 

Telephone:  (301)  402-0630 

Program  staff  in  other  participating  NIH  and  ADAMHA  Institutes  and  Centers  may 
also  be  contacted: 

National  Cancer  Institute 
Dr.  J.A.R.  Mead 

Chief,  Grants  and  Contracts  Operations  Branch 

Developmental  Therapeutics  Program 

Division  of  Cancer  Treatment 

Executive  Plaza  North,  Room  832 

Bethesda,  MD  20892 

Telephone:  (301)  496-8783 


NIH  GUIDE  - Vol . 20,  No.  2,  January  11,  1991  - Page  9 


National  Center  for  Nursing  Research 

Dr.  Jan  Heinrich 

Director,  Extramural  Programs 

Building  31 , Room  5B03 

Bethesda,  MD  20892 

Telephone:  C301)  496-0523 

National  Eye  Institute 
Dr.  Ralph  J.  Helmsen 

Research  Training  and  Resources  Officer 
Building  31,  Room  6A48 
Bethesda,  MD  20892 
Telephone:  (301)  496-5983 

National  Institute  of  Allergy  and  Infectious  Diseases 

Dr.  Luz  A.  Froehlich 

Deputy  Director 

Westwood  Building,  Room  703 

Bethesda,  MD  20892 

Telephone:  (301)  496-7688 

National  Institute  on  Aging 
Dr.  DeWitt  Hazzard 
Head,  Resource  Development 
Biology  of  Aging  Program 
Building  31,  Room  5C21 
Bethesda,  MD  20892 
Telephone:  (301)  496-6402 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Dr.  Michael  Lockshin 

Director,  Extramural  Program 

Building  31,  Room  4C32 

Bethesda,  MD  20892 

Telephone:  (301)  496-0802 

National  Institute  of  Child  Health  and  Human  Development 
Ms.  Hildegard  P.  Topper 

Special  Assistant  to  the  Deputy  Director 
Building  31 , Room  2A-03 
Bethesda,  MD  20892 
Telephone:  (301)  496-0104 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
Dr.  Ralph  F.  Naunton 

Acting  Director,  Extramural  Programs 
Executive  Plaza  South 
Room  750 

6120  Executive  Boulevard 
Rockville,  MD  20892 
Telephone:  (301)  496-1804 

National  Institute  of  Dental  Research 
Dr.  G.  Wayne  Wray 

Deputy  Director,  Extramural  Program 
Westwood  Building,  Room  503 
Bethesda,  MD  20892 
Telephone:  (301)  496-7723 

National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases 
Dr.  Walter  Stolz 

Director,  Division  of  Extramural  Activities 
Westwood  Building,  Room  657 
Bethesda,  MD  20892 
Telephone:  (301)  496-7277 

Nat ional  Inst itute  of  Environmental  Health  Services 
Dr . Jerry  Robinson 
Scientific  Programs  Branch 

Division  of  Extramural  Research  and  Training 
P.0.  Box  12233 

Research  Triangle  Park , NC  27709 
Telephone:  (919)  541-7724 
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National  Institute  of  General  Medical  Sciences 
Dr.  Joyce  Jones 

Deputy  Associate  Director  for  Program  Activities 
Westwood  Building,  Room  955 
Bethesda,  MD  20892 
Telephone:  (301)  496-7063 

National  Heart,  Lung,  and  Blood  Institute 
Dr.  Henry  G.  Roscoe 

Deputy  Director,  Division  of  Extramural  Affairs 
Westwood  Building,  Room  7A17 
Bethesda,  MD  20892 
Telephone:  (301)  496-7225 

National  Institute  of  Neurological  Disorders  and  Stroke 
Dr.  Eugene  Streicher 

Director,  Division  of  Fundamental  Neurosciences 
Federal  Building,  Room  916 
Bethesda,  MD  20892 
Telephone:  (301)  496-5745 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Dr.  Helen  Chao 

Deputy  Director,  Division  of  Basic  Research 

Parklawn  Building,  Room  16C-06 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-2530 

National  Institute  on  Drug  Abuse 
Dr . Roger  Brown 

Chief,  Neuroscience  Research  Branch 
Division  of  Preclinical  Research 
Parklawn  Building,  Room  10A-31 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-6975 

National  Institute  of  Mental  Health 
Dr.  Ronald  I.  Schoenfeld 
Acting  Deputy  Director 

Division  of  Basic  Brain  and  Behavioral  Sciences 
5600  Fishers  Lane,  Room  11-103 
Rockville,  MD  20857 
Telephone:  (301)  443-3563 


PREVENTION  OF  LOW  BIRTH  WEIGHT 

PA:  PA-91-21 

P.T.  34;  K.W.  0785035,  0775015,  0404004,  0403020 
National  Center  for  Nursing  Research 

National  Institute  of  Child  Health  and  Human  Development 
PURPOSE 

This  program  announcement  is  designed  to  stimulate  clinical  research  in  the 
area  of  prevention  of  low  birth  weight  (LBW)  infants.  Applications  that 
examine  the  psychosocial  and/or  biobehavioral  mechanisms  of  premature  labor  or 
intrauterine  growth  retardation  and  the  effectiveness  of  interventions  to 
prevent  LBW  are  of  high  priority.  Interdisciplinary,  collaborative  projects 
between  nurses,  physicians,  physiologists,  and  behavioral  scientists  are 
encouraged . 

SCIENTIFIC  BACKGROUND 

Although  the  decline  in  U.S.  infant  mortality  (the  number  of  deaths  in 
children  under  one  year  of  age  per  1,000  live  births)  in  a given  year  has 
dropped  dramatically  from  21.8  in  1968  to  9.73  per  1,000  live  births  in  1989, 
the  decline  has  leveled  off  since  the  late  1970s.  Low  birth  weight  infants 
(LBW=<2.5  kg)  account  for  6.9  percent  of  all  U.S.  live  births  or  more  than 
250,000  LBW  infants  and  50,000  VLBW  (<1.5  kg)  infants  per  year.  Of  particular 
concern  is  the  increased  LBW  rate  in  the  black  population  where  the  disparity 
between  black  and  white  infant  LBW  rates  and  mortality  is  roughly  double . 
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LBW  represents  a major  source  of  U.S.  infant  morbidity  and  mortality.  LBW  is 
the  second  leading  cause  of  death  of  infants,  after  birth  defects.  LBW 
infants  are  40  times  more  likely  to  die  during  their  first  month  of  life  and 
two  to  three  times  more  likely  to  suffer  from  chronic  handicapping  conditions 
such  as  blindness,  mental  retardation,  and  deafness. 

Risk  factors  associated  with  LBW  include  maternal  age,  poverty,  race,  low 
education  levels,  multiparity,  and  inadequate  prenatal  care.  Maternal 
behaviors  such  as  substance  abuse,  smoking,  alcohol  consumption,  and  excessive 
exercise  or  standing  increase  the  incidence  of  premature  labor  and/or 
intrauterine  growth  retardation.  Maternal  smoking  cessation  is  a very 
effective  means  to  improve  birth  weight.  However,  it  is  a behavioral  change 
that  is  hard  to  maintain. 

Although  less^common  than  alcohol  and  smoking,  substance  abuse  is  a problem  of 
epidemic  proportions  among  pregnant  women:  it  has  quadrupeled  between  1985 
and  1989.  Estimates  of  the  number  of  infants  exposed  to  crack  cocaine  range 
from  100,000  to  350,000.  Concomitant  increases  in  AIDS,  syphilis,  inadequate 
nutrition,  violence,  and  physical  abuse  have  accompanied  the  dramatic 
increases  in  substance  abuse  in  pregnant  women. 

Our  information  base  on  other  potential  contributors  to  premature  labor  and/or 
intrauterine  growth  retardation,  such  as  environmental  factors,  strenuous 
physical  activity,  high  levels  of  anxiety,  stress,  depression,  and  genetic 
factors,  is  limited. 

Recent  evidence  suggests  that  prenatal  care  is  beneficial  to  all  women,  and 
particularly  to  those  minority  and  low-income  women  who  are  at  highest  risk 
for  delivering  LBW  infants.  Despite  evidence  of  increased  benefit  from 
prenatal  care,  the  percentage  of  pregnant  black  women  who  had  no  prenatal  care 
increased  disproportionately  between  1980  and  1987  compared  to  white  women. 

Interventions  by  nurses  and  other  health-care  providers  are  key  components  of 
prenatal  care,  as  described  in  the  recent  report  of  the  Public  Health  Service 
Expert  Panel  on  the  Content  of  Prenatal  Care,  Caring  for  Our  Future:  The 
Content  of  Prenatal  Care.  This  report  suggested  that  access  to  prenatal  care 
should  be  improved  and  that  prenatal  care  should  be  expanded  to  include  ( 1 ) 
early  and  continuing  risk  assessment,  (2)  health  promotion,  and  (3)  medical 
and  psychosocial  interventions  and  followup.  The  recommendations  suggest  a 
number  of  promising  strategies  for  future  intervention  trials  designed  to 
recognize  cultural  and  ethnic  differences. 

AREAS  OF  INTEREST 

o Studies  that  increase  the  understanding  of  factors  that  help  women 
assume  healthy  life  styles  versus  risk-taking  behavior 

o Development  of  intervention  models  for  reducing  risk-taking 

behavior,  including  smoking  cessation,  reduced  alcohol  consumption, 
and  improved  nutrition 

o Studies  that  determine  the  effects  of  stress,  anxiety,  depression, 
fatigue,  and  adverse  home  and  work  environments  on  birth  weight 
outcome 

o Development  of  effective  intervention  models  (including  home 
visits)  for  reducing  the  impact  of  significant  adverse 
psychological  and  environmental  effects  on  low  birth  weight 
outcomes 

o Studies  that  assess  both  the  efficacy  of  biological  monitoring 
techniques  in  preventing  preterm  delivery  and  the  effects  of 
self-monitoring  on  pregnant  women 

o Studies  that  assess  the  efficacy  of  new  modes  of  delivery  of 
prenatal  care. 

PROGRAMMATIC  BACKGROUND 

This  initiative  was  developed  to  study  factors  that  may  be  effective  in 
preventing  preterm  delivery,  particularly  those  related  to  nursing  practice. 

An  interdisciplinary  expert  panel  convened  by  the  National  Center  for  Nursing 
Research  has  defined  gaps  in  existing  knowledge  related  to  the  prevention  of 
preterm  delivery  and  has  identified  research  opportunities  in  two  major  areas: 
the  prevention  of  premature  labor  and  intrauterine  growth  retardation.  These 
areas  should  be  approached  through  innovative  intervention  studies  related  to 
maternal  behavior  and  life  style,  environmental  risks,  and  the  b iobehavioral 
interface . 
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Prospective,  longitudinal,  interdisciplinary  studies  are  encouraged.  This 
initiative  is  part  of  a series  of  initiatives  related  to  the  prevention  and 
care  of  LBW  infants. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urgeu 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  C i . e . , 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly , and  this  should  be 
addressed  by  applicants . 

For  foreign  awards , the  policy  on  inclusion  of  women  appl ies  fully ; since  the 
definition  of  minority  differs  in  other  countries , the  appl icant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States’  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned . 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies . If  the  rep re sent at  ion  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
quest ion( s ) addressed  AND  the  justification  for  the  selected  study  populat ion 
is  inadequate , it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies . NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies . 

MECHANISMS  OF  SUPPORT 

All  policies  and  requirements  that  usually  govern  the  research  grant  programs 
of  the  Public  Health  Service  apply . The  particular  research  grant  mechanisms 
for  this  announcement  are  the  traditional  research  grant  award  (R01)  and  the 
First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29). 

APPLICATION  PROCEDURES  AND  REVIEW  CRITERIA 

Applications  should  be  submitted  on  the  standard  PHS  Form  398  (rev.  10/88). 
Application  forms  are  available  at  most  inst itut ional  business  offices  or  from 
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the  Division  of  Research  Grants,  NIH,  telephone  (301)  496-7441 . In  order  to 
expedite  the  application  routing  within  NIH,  please  (1)  check  the  box  #2  on 
the  face  page  indicating  that  your  application  is  in  response  to  this 
announcement  and  (2)  print  (next  to  the  checked  box)  "Prevention  of  LEW, 
PA-91-21."  Mail  the  completed  application  and  six  copies  to: 


Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 


NIH  LIBRARY 


3 1496  00463  9970 


Receipt  dates  for  applications  are  February  1,  June  1,  and  October  1. 


Applications  will  be  reviewed  for  scientific  and  technical  merit  by  an 
appropriate  study  section  in  the  Division  of  Research  Grants.  Second  level 
review  will  be  conducted  by  a National  Advisory  Council. 


Applications  compete  on  the  basis  of  scientific  merit  with  all  other 
applications.  Researchers  considering  an  application  in  response  to  this 
announcement  are  encouraged  to  discuss  their  project  and  the  range  of  the 
grant  mechanisms  available  with  NCNR  staff  in  advance  of  formal  submission. 

Correspondence  and  inquiries  should  be  directed  to: 


Dr.  Sharlene  Weiss 

Health  Promotion/Disease  Prevention  Branch 
National  Center  for  Nursing  Research 
Building  31 , Room  5B09 
Bethesda,  MD  20892 
Telephone:  (301)  496-0523 


or 

Dr.  Linda  Wright 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North 

6130  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-5575 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.361,  Nursing  Research  and  No.  93-865,  Research  for  Mothers  and  Children. 
Awards  are  under  authorization  of  the  Public  Health  Service  Act,  Title  IV, 

Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285 
and  administered  under  PHS  grant  policies  and  Federal  regulations  42  CFR  Part 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372,  or  to  Health  Systems  Agency 
review,  April  6,  1988. 


x*THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  Maryland  20816 


*U.S.G.P. 0:1 99 1-281-826:20028 

, 1991  - Page  14 


NIH  GUIDE  - Vol . 20,  No 


2 , January  1 1 


NOTICE  OF  MAILING 
CHANGE 

□ Check  here  if  you  wish  .to 
discontinue  receiving  this 
publication 


□ Check  here  if  your  address  has 
changed  and  you  wish  to  con- 
tinue receiving  this  publication 
Make  corrections  below  and 
mail  this  page  to: 


NIH  Guide 

Printing  & Reproduction  Branch 
National  Institutes  of  Health 
Room  B4BN08,  Building  31 
Bethesda,  Maryland  20892 


U.S.  DEPARTMENT  OF  HEALTH 
AND  HUMAN  SERVICES 

OFFICIAL  BUSINESS 
Penalty  for  Private  Use,  $300 

The  NIH  Guide  announces  scientific 
initiatives  and  provides  policy'  and 
administrative  information  to  indivi- 
duals and  organizations  who  need  to 
be  kept  informed  of  opportunities, 
requirements,  and  changes  in  extra- 
mural programs  administered  by  the 
National  Institutes  of  Health 

Vol . 20,  No.  3 
January  18,  1991 


RICHARD  y MURRY  « 340189 

**Sl 350E** 

929  WILD  FOREST  DRIVE 
GAITHERSBURG  MB  20879  0000 


First  Class  Mail 
Postages  & Fees  Paid 
PHS/NIH/OD 
Permit  No.  G-291 


NIH  GUIDE  - Vol . 20,  No.  3,  January  18,  1991 


NOTICES 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS"  1 

National  Institutes  of  Health 
Food  and  Drug  Administration 
Index:  NATIONAL  INSTITUTES  OF  HEALTH 

FOOD  AND  DRUG  ADMINISTRATION 


SMALL  GRANTS  PROGRAM  - REVISED  GUIDELINES  2 

National  Heart,  Lung,  and  Blood  Institute 
Index:  HEART,  LUNG,  BLOOD 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


ALZHEIMER’S  DISEASE  AND  RELATED  CEREBRAL  DEGENERATIVE  DISORDERS 

CRFA  NS/AG-91 -03)  3 

National  Institute  of  Neurological  Disorders  and  Stroke 
National  Institute  on  Aging 

Index:  NEUROLOGICAL  DISORDERS,  STROKE,  AGING 

MANAGEMENT  OF  ALZHEIMER’S  DISEASE  SYMPTOMS  (RFA  NR/AG-91-01)  4 

National  Center  for  Nursing  Research 
National  Institute  on  Aging 
Index:  NURSING  RESEARCH,  AGING 

ANALYSES  AND  PHYSIOLOGY  OF  ANTICARCINOGENS  IN  SOYBEANS  (RFA  CA-91-06)  6 

National  Cancer  Institute 
Index:  CANCER 

SITES  TESTING  OSTEOPOROSIS  PREVENTION/INTERVENTION  TREATMENTS 

(RFA  AG-91-04)  7 

National  Institute  on  Aging 
Index:  AGING 


SITES  TESTING  OSTEOPOROSIS  PREVENTION/INTERVENTION  TREATMENTS: 
COMPANION  STUDIES  OF  PATHOPHYSIOLOGY  AND  MECHANISMS  (RFA  AG-91 -08) 
National  Institute  on  Aging 
Index:  AGING 


9 


NOTICES 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS” 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration 
(FDA)  are  continuing  to  sponsor  a series  of  workshops  on  the  responsibilities 
of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are 
open  to  everyone  with  an  interest  in  research  involving  human  subjects.  The 
meetings  should  be  of  special  interest  to  those  persons  currently  serving  or 
about  to  begin  serving  as  a member  of  an  IRB . Issues  discussed  at  these 
workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The 
current  schedule  includes  the  following: 

I.  WEST  COAST  WORKSHOP 

DATES:  February  4-5,  1991 

WORKSHOP  SITE: 

Meridien  Hotel 

50  Third  Street 

San  Francisco,  CA  94103 

SPONSOR: 

University  of  California  at  San  Francisco 
Box  0400 

San  Francisco,  CA  94143 

REGISTRATION  CONTACT: 

Ms.  Phyllis  Colbert 
Workshop  Contact  Person 

University  of  California  at  San  Francisco 
Box  0400 

San  Francisco , CA  941 43 
Telephone:  (415)  476-1881 

TOPIC:  "The  Use  of  Human  Subjects  in  Research:  AIDS  as  a Model  of 

Complexity" 

II.  MIDEAST  WORKSHOP 

DATES:  March  4-5,  1991 

WORKSHOP  SITE: 

Friday  Center 

Laurel  Hill  Parkway 

Chapel  Hill,  NC  27599-1020 

SPONSORS: 

University  of  North  Carolina  at  Chapel  Hill 

300  Bynum  Hall 

Chapel  Hill,  NC  27599-4100 

Shaw  University 
118  E.  South  Street 
Raleigh , NC  27611 

REGISTRATION  CONTACT: 

Mr.  A1  Dawson 
Director 
Friday  Center 
Laurel  Hill  Parkway 
C.  B.  1020 

Chapel  Hill,  NC  27599-1020 
Telephone:  (919)  962-1106 

TOPIC:  "Interpreting  the  Federal  Code  for  the  Protection  of  Human  Subjects" 
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III.  MIDWEST  WORKSHOP 
DATES:  April  11-12,  1991 


WORKSHOP  SITE: 

Ramada  Inn,  Lakeshore 
4900  South  Lake  Shore  Drive 
Chicago,  IL  60615 

SPONSORS: 

University  of  Chicago 
970  East  58th  Street 
Chicago,  IL  60637 

Chicago  State  University 
95th  Street  at  King  Drive 
Chicago,  IL  60628 

REGISTRATION  CONTACT: 

Mr.  Arnold  L.  Aronoff 
Associate  Director 

Faculty  and  Administrative  Services 

University  Research  Administration 

University  of  Chicago 

970  East  58th  Street 

Chicago,  IL  60637 

Telephone:  (312)  702-8669 

TOPIC:  "Cultural  Diversity,  Ethics,  and  Research:  A Workshop  on  Human 

Subject  Protection" 

NIH/FDA  have  planned  national  human  subject  protections  workshops  in  other 
parts  of  the  United  States.  For  further  information  regarding  these  workshops 
contact : 

Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockville  Pike 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


SMALL  GRANTS  PROGRAM  - REVISED  GUIDELINES 

P.T.  34;  K.W.  1014006 

National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  announces  the 
availability  of  revised  guidelines  for  the  NHLBI  Small  Grants  Program 
originally  announced  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol . 19,  No. 
7,  February  16,  1990.  Copies  are  available  from: 

Director 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  7A17 

Bethesda,  MD  20892 

Telephone:  (301)  496-7416 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


ALZHEIMER1 S DISEASE  AND  RELATED  CEREBRAL  DEGENERATIVE  DISORDERS 

RFA  AVAILABLE:  NS/AG-91-03 

P.T.  34;  K.W.  0715180,  0705010,  0710010,  1002030,  0755030,  0765033 

National  Institute  of  Neurological  Disorders  and  Stroke 
National  Institute  on  Aging 

Letter  of  Intent  Receipt  Date:  April  1,  1991 
Application  Receipt  Date:  May  6,  1991 

Background 

The  Division  of  Demyelinating,  Atrophic,  and  Dementing  Disorders  of  the 
National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS)  and  the 
Neuroscience  and  Neuropsychology  of  Aging  Program  of  the  National  Institute  on 
Aging  (NIA)  jointly  announce  the  availability  of  a Request  for  Applications 
(RFA)  on  Alzheimer1 s Disease  and  Related  Cerebral  Degenerative  Disorders.  The 
NINDS  and  NIA  are  interested  in  enhancing  the  support  of  innovative  research 
projects  designed  to  elucidate  the  etiology  or  pathogenesis  of  cerebral 
degenerative  disorders  such  as  Alzheimer7 s disease,  to  improve  diagnosis,  and 
eventually  to  provide  sound  bases  for  effective  therapy.  Topics  of  interest 
include  studies  in  genetics,  mechanisms  of  cell  death,  nerve  growth  factors, 
animal  modeling,  neuroimaging,  and  various  aspects  of  differential  diagnosis. 
Applications  on  related  topics  or  other  problem  areas  are  also  encouraged. 

Mechanism  of  Support 

The  support  mechanism  for  this  program  will  be  the  regular  research  grant 
(R01).  The  Institutes  expect  to  make  at  least  20  awards. 

Review  Procedures 

All  applications  should  be  submitted  on  form  PHS  398  (10/88  revision). 
Applications  judged  by  staff  to  be  nonresponsive  to  the  RFA  will  be 
administratively  withdrawn  and  returned  to  the  applicant.  All  applications 
that  are  complete  and  responsive  to  this  RFA  will  be  evaluated  by  an  NINDS 
peer  review  group.  Applications  judged  competitive  for  award  will  be 
subsequently  reviewed  by  the  National  Advisory  Neurological  Disorders  and 
Stroke  Council  and  the  National  Advisory  Council  on  Aging. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populat ions . If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies , a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

Method  of  Application 

Applications  must  be  received  by  May  6,  1991.  The  review  for  scientific  and 
technical  merit  of  applications  judged  responsive  to  the  RFA  will  take  place 
in  June/July  1991  and  Council  review  will  be  in  September  1991.  Awards  will 
begin  prior  to  October  1 , 1991. 

Potential  applicants  may  receive  the  full  RFA  by  E-Guide  or  on  request  from: 

Eugene  J.  Oliver,  Ph.D. 

Health  Scientist  Administrator 

Division  of  Demyelinating,  Atrophic,  and  Dementing  Disorders 

National  Institute  of  Neurological  Disorders  and  Stroke 

National  Institutes  of  Health 

Federal  Building,  Room  806 

Bethesda , MD  20892 

Telephone:  (301)  496-1431 

or 
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Carl  D.  B.  Banner,  Ph.D. 

Program  Director,  Etiology  of  Alzheimer's  Disease 

Dementias  of  Aging  Branch,  NNA 

National  Institute  on  Aging 

National  Institutes  of  Health 

Building  31 , Room  5C35 

Bethesda,  MD  20892 

Telephone:  C301)  496-9350 


MANAGEMENT  OF  ALZHEIMER'S  DISEASE  SYMPTOMS 

RFA  AVAILABLE:  NR/AG-9 1-01 

P.T.  34;  K.W.  0715180,  0785035,  0404000 

National  Center  for  Nursing  Research 
National  Institute  on  Aging 

Letter  of  Intent  Receipt  Date:  April  8,  1991 
Application  Receipt  Date:  May  20,  1991 

The  National  Center  for  Nursing  Research  (NCNR)  and  the  National  Institute  on 
Aging  (NIA)  invite  applications  for  R01  research  proposals  for  preliminary 
investigations  that  will  lead  to  large-scale  clinical  studies  on  the 
assessment  and  nonpharmacological  management  of  secondary  symptoms  exhibited 
by  patients  with  Alzheimer's  disease  and  related  disorders  (AD).  The 
Alzheimer's  Association  is  cooperating  with  NCNR  and  NIA  in  this  Request  for 
Applications  (RFA) . 

Estimates  indicate  that  4 million  Americans  presently  suffer  from  Alzheimer's 
disease  or  related  dementias.  The  impact  of  AD  on  patients,  families,  and 
society  is  severe  and  is  anticipated  to  grow  as  older  persons,  the  group  most 
at  risk  for  AD,  continue  to  increase  in  number.  Although  it  may  not  yet  be 
possible  to  prevent,  treat,  or  permanently  alter  the  course  of  the  underlying 
disease,  interventions  can  be  developed  and  systematically  tested  that  reduce 
the  patient’s  secondary  symptoms  and  preserve  function.  In  addition  to 
cognitive  symptoms,  non-cognit ive  secondary  symptoms,  which  are  frequently 
seen  across  the  course  of  Alzheimer’s  disease  and  present  significant 
management  problems,  are  of  special  concern.  These  may  include,  but  are  not 
limited  to,  wandering,  disturbed  sleep,  pacing,  agitation,  feeding  and 
dressing  difficulties,  incontinence  and  toileting  difficulties,  screaming  and 
other  vocalizations,  aggression  and  violence,  and  inappropriate  sexual 
behavior.  These  symptoms  not  only  contribute  to  decisions  to  institutionalize 
affected  individuals,  but  also  lead  to  the  use  of  chemical  and  physical 
restraints . 

While  there  exists  a great  deal  of  clinical  and  anecdotal  information  about 
methods  that  can  effectively  deal  with  individual  symptoms,  little  data  exist 
that  have  been  obtained  with  the  rigor  of  design  and  procedures  of  the 
controlled  clinical  trial.  Therefore,  applications  are  solicited  for 
preliminary  investigations  and  feasibility  studies  that  will  lay  the 
groundwork  for  the  development  of  rigorously  controlled  clinical  trials  to 
test  interventions  for  the  management  of  the  secondary  symptoms.  Applications 
are  invited  for  support  of  projects  to  address  issues  including,  but  not 
limited  to: 

o the  identification  of  underlying  factors  in  research  subjects  that 
result  in  behavioral  symptoms  and  methods  to  address  these  factors. 

o the  development  of  preliminary  work  and  early  investigations  that 
will  lead  to  the  nonpharmacologic  management  and  treatment  of  the 
secondary  symptoms  exhibited  by  patients  with  Alzheimer's  disease 
and  related  disorders. 

o provision  of  a rigorous  scientific  base  that  will  lead  to 

controlled  clinical  trials  in  institutional  or  noninstitut ional 
settings  by  delineating  approaches  for  the  management  of  symptoms, 
the  duration  of  change,  and  the  procedures  required  to  maintain  the 
change,  if  possible. 

o development  of  instruments  to  assess  behavioral  problems  and 
monitor  changes. 

o careful  scientific  observations  of  the  natural  history/  clinical 
course  of  the  behavioral  changes  that  occur  during  the  progression 
of  Alzheimer’s  disease. 
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MECHANISM  OF  SUPPORT 


NCNR  and  NIA  are  allocating  up  to  $75,000  in  direct  costs  for  each  award  for 
each  funding  year,  not  to  exceed  three  years.  The  intent  is  to  fund  ten  to 
fifteen  R01  grants  by  September  30,  1991. 

Following  the  standard  NIH  peer  review  process.  Principal  Investigators  may 
submit  their  applications  and  summary  statements  to  the  Alzheimer's 
Association  for  funding  consideration.  The  Alzheimer's  Association  may  fund 
selected  grants  at  a maximum  level  of  $45,000  total  costs  each  year  with  a 10 
percent  ceiling  on  indirect  costs,  for  a maximum  of  three  years.  The 
Alzheimer's  Association  project  start  dates  for  funding  may  not  coincide  with 
the  NCNR  or  NIA  award  dates.  Applicants  may  not  receive  funding  from  both  NIH 
and  the  Alzheimer’s  Association  for  the  same  application. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINCAL  RESEARCH 
STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attent ion  to  the  inclusion  of  women  and  minorities  in  study 
populations . If  women  or  minorities  are  not  included  or  represented  in  the 
study  populations  for  clinical  studies,  a special  justification  for  this 
exclusion  or  inadequate  representation  must  be  provided . Applications  without 
such  documentation  will  not  be  accepted  for  review. 

REVIEW  PROCEDURES  AND  CRITERIA 

The  individual  research  grant  application  form  PHS-398  (revised  10/88  or  9/89) 
must  be  used  to  apply  for  these  grants.  Upon  receipt,  applications  will  be 
reviewed  by  NIH  staff  for  completeness  and  responsiveness.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration. 
Applications  not  responsive  to  the  scientific  intent  identified  in  the  RFA  or 
to  the  timeframe  and  budget  guidel ines  will  be  returned  to  DRG  for  review  with 
other  unsolicited  grant  applications  during  the  next  available  NIH  review 
cycle . 

Applications  may  be  subjected  to  triage  by  a peer  review  group  to  determine 
their  scientific  merit  relative  to  other  applications  received  in  response  to 
this  RFA.  The  NIH  will  administratively  withdraw  those  applications  judged  to 
be  noncompetitive  and  notify  the  applicant  and  institutional  official . Those 
applications  judged  to  be  complete , responsive , and  compet it ive  will  be 
evaluated  in  accordance  with  the  NIH  review  criteria  for  scientific/technical 
merit  by  an  appropriate  peer  review  group  convened  by  the  NCNR  and  NIA . The 
second  level  of  review  will  be  provided  by  the  NCNR  and  NIA  National  Advisory 
Councils . 


Although  not  a prerequisite  for  applying,  potent ial  applicants  are  encouraged 
to  submit  a non-binding  letter  of  intent  by  April  8 , 1991,  to  John  C . Chah , 
PhD,  National  Center  for  Nursing  Research,  Building  31,  Room  5B19,  9000 
Rockville  Pike,  Bethesda,  MD  20892.  The  letter  of  intent  should  include  a 
descriptive  title  of  the  proposed  research,  the  name , address , and  telephone 
number  of  the  Principal  Investigator,  the  names  of  other  key  personnel,  and 
any  other  participating  inst itut ion ( s ) . Applications  must  be  received  by  May 
20,  1991. 

Potential  applicants  are  strongly  encouraged  to  obtain  the  full  Request  for 
Applications  ( RFA)  and  to  direct  inquiries  to: 


Mary  D.  Lucas,  PhD,  RN 
Chief,  Acute  & Chronic 
Illness  Branch 
National  Center  for  Nursing 
Research 

Building  31,  Room  5B03 
Bethesda,  MD  20892 
Telephone:  (301)  496-0523 


Teresa  S . Radebaugh,  Sc . D . 
Chief , Dement ias  of  Aging 
Neurosc ience  and 

Neuropsychology  of  Aging 
Nat ional  Institute  on  Aging 
Building  31 , Room  5C21 
Bethesda,  MD  20892 
Telephone:  (301)  496-9350 


Other  institutes  and  agencies  are  also  interested  in  research  dealing  with 
Alzheimer ’ s disease  and  related  disorders , including : 


The  National  Institute  of  Mental  Health  (NIMH)  is  interested  in  research 
deal ing  with  the  behavioral  and  emot ional  consequences  of  Alzheimer ' s disease 
and  related  disorders . The  scope  of  NIMH  interest  is  delineated  in  the 
announcement  "Alzheimer ' s Disearse  Treatment  and  Family  Stress  . " For  more 
information,  contact  Enid  Light , PhD,  NIMH,  Room  11C-03,  5600  Fishers  Lane , 
Rockville , MD  20857 , telephone  (301 ) 443-1 1 85 . 
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The  National  Institute  of  Neurological  Disease  and  Stroke  program  contact  for 
Alzheimer1 s disease  related  research  is  Dr.  Eugene  J.  Oliver,  NINDS,  Federal 
Building,  Room  806,  Bethesda,  MD  20892,  telephone  (301)  496-1431. 

This  RFA  is  in  addition  to  the  ongoing  program  announcement  on  "Alzheimer’s 
Disease  and  Related  Disorders:  Issues  in  Caregiving,"  published  in  the  NIH 
Guide  for  Grants  and  Contracts,  Vol . 18,  No.  6,  February  24,  1989,  sponsored 

by  the  National  Institute  on  Aging,  National  Center  for  Nursing  Research, 
National  Institute  of  Mental  Health,  and  the  National  Center  for  Health 
Services  Research  (now  the  Agency  for  Health  Care  Policy  Research) . 


ANALYSES  AND  PHYSIOLOGY  OF  ANTICARCINOGENS  IN  SOYBEANS 

RFA  AVAILABLE:  CA-91-06 

P.T.  34;  K . W . 0715035,  1007009,  0745027,  0710095 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  March  1,  1991 
Application  Receipt  Date:  April  29,  1991 

The  Division  of  Cancer  Prevention  and  Control,  National  Cancer  Institute 
(NCI),  invites  applications  for  grants  to  quantify  levels  of  total  and 
individual  anticarcinogens  in  soybeans  and  soy  products  and  to  study  their 
absorption  and  metabolism  in  humans. 

BACKGROUND 

Epidemiologic  and  animal  studies  suggest  soybean-rich  diets  may  reduce  cancer 
risk.  Populations  consuming  predominantly  plant-based  diets,  for  whom  legumes 
frequently  represent  an  important  protein  source,  tend  to  have  lower  rates  of 
several  cancers  than  populations  who  rely  heavily  on  animal  products.  One 
legume,  soybeans,  via  a variety  of  soy  products  (tofu,  miso,  tempeh,  soymilk, 
natto),  is  commonly  consumed  throughout  much  of  East  Asia  where  breast  and 
colon  cancer  rates  are  low  in  comparison  to  Western  countries.  Soybeans 
contain  several  classes  of  compounds  in  particularly  high  concentrations  with 
demonstrated  anticancer  activity,  such  as  isoflavones,  protease  inhibitors, 
phytosterols,  saponins,  and  inositol  hexaphosphate . Others  may  also  exist. 
Basic  research  on  the  absorption  and  metabolism  of  these  compounds  in  humans 
and  accurate  analytical  data  on  the  levels  of  these  compounds  in  commonly 
consumed  soy  products  are  needed.  These  data  will  help  to  determine  the 
potential  impact  of  soybeans  on  cancer  prevention. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  "Analyses  and  Physiology  of 
Anticarcinogens  in  Soybeans,"  is  related  to  the  priority  area  of  cancer 
prevent  ion . 

OBJECTIVES  AND  SCOPE 

The  purpose  of  this  Request  for  Applications  (RFA)  is  to  solicit  applications 
from  qualified  investigators  to  quantify  levels  of  total  and  individual 
anticarcinogens  in  soybeans  and  soy  products  and  to  study  their  absorption  and 
metabolism  in  humans.  The  analytical  work  should  focus  only  on  those 
compounds  in  soybeans  and  soy  products  that  have  demonstrated  anticancer 
activity  and  are  unique  to  soybeans  and  soy  products  or  present  at 
substantially  high  levels  (relative  to  other  foods).  Total  as  well  as 
individual  anticarcinogens  (e.g.,  total  isoflavones  and  individual 
isoflavones,  daidzein,  genistein)  should  be  quantified.  All  factors 
potentially  effecting  anticarcinogen  levels/activity  should  be  considered  for 
investigation . 

For  the  clinical  work,  studies  on  the  absorption  and  metabolism  of  compounds 
in  soybeans  and  soy  products  with  demonstrated  anticancer  act ivity  are  to  be 
conducted . When  feasible , dose -response  relationships  between  soy 
product /anticarcinogen  intake  and  anticarcinogen  levels  in  blood  and  urine , 
and/or  feces  and  bile  should  be  conducted.  When  available,  both  commonly 
consumed  soy  products  as  well  as  soybean  extracts  or  pure  soybean 
anticarcinogens  should  be  studied . Both  long-term  feeding  studies , in  which 
ant icarcinogen  levels  in  subjects  consuming  soy  products/ extracts  over  an 
extended  period  of  time,  and  short-term  studies , in  which  anticarcinogen 
levels  for  a minimal  period  after  the  consumption  of  a single  administration 
of  soy  products , extracts , or  pure  compounds  are  studied , are  appropriate 
under  this  RFA . 
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SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 


For  projects  involving  clinical  research , NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  individual  research  grant 
(R01 ) . This  RFA  is  a one-t ime  sol ic itat ion . Future  unsolicited  compet ing 
renewal  applications  will  compete  with  all  invest igator- init iated  appl icat ions 
and  be  reviewed  by  the  Division  of  Research  Grants  (DRG).  Approximately 
$900,000  in  total  costs  per  year  for  3 years  will  be  committed  to  specifically 
fund  appl icat ions  that  are  submitted  in  response  to  this  RFA . It  is 
anticipated  that  3 to  A awards  will  be  made. 

REVIEW  PROCESS 

All  applications  submitted  in  response  to  this  RFA  will  be  evaluated  for 
scientific  and  technical  merit  by  an  initial  review  group  that  will  be 
convened  for  this  purpose  by  the  Division  of  Extramural  Affairs . Those 
applications  judged  to  be  both  competitive  and  responsive  will  be  further 
evaluated  for  scientific  and  technical  merit  by  an  appropriate  peer  review 
group  convened  by  the  D ivis ion  of  Extramural  Act ivit ies , NCI . The  second 
level  of  review  by  the  Nat ional  Cancer  Advisory  Board  considers  the  special 
needs  of  the  Institute  and  the  priorities  of  the  National  Cancer  Program . 

METHOD  OF  APPLYING 

Potential  applicants  are  asked  to  submit  a letter  of  intent  and  that  includes 
a descript ive  title  of  the  proposed  research , the  name  and  address  of  the 
principal  invest igator , the  names  of  other  key  personnel , the  participating 
institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the 
application  is  being  submitted . This  letter  should  be  received  no  later  than 
March  1,  1991.  Potential  applicants  should  write  or  phone  the  individual 
listed  below  for  the  full  RFA  document : 

Mark  J . Messina , Ph . D . , Program  Director 
Nat ional  Cancer  Institute,  DCPC 
9000  Rockville  Pike,  EPN  212C 
Bethesda , MD  20892 
Telephone:  (301)  496-8573 

The  RFA  label  available  in  the  10/88  revision  of  Application  Form  398  must  be 
affixed  to  the  bottom  of  the  face  page . Failure  to  use  this  label  could 
result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the 
review  committee  in  time  for  review . 


SITES  TESTING  OSTEOPOROSIS  PREVENTION/INTERVENTION  TREATMENTS 

RFA  AVAILABLE:  AG-91 -04 

P.T.  34;  K.W.  0705050,  0745027,  0755015,  0710010 
National  Institute  on  Aging 

Letter  of  Intent  Receipt  Date:  March  15,  1991 
Application  Receipt  Date:  April  29,  1991 

The  National  Institute  on  Aging  (NIA)  invites  applications  for  cooperative 
agreements  to  develop  and  test  interventions  to  lessen,  prevent,  or  reverse 
loss  of  bone  strength  in  the  hip  to  reduce  risk  of  hip  fractures  in  older 
persons . 

BACKGROUND,  GOALS,  SCOPE,  AND  ELIGIBILITY  REQUIREMENTS 

The  enormous  public  health  impact  of  osteoporosis  is  concentrated  heavily 
among  persons  65  years  old  and  older.  In  particular,  the  vast  majority  of  hip 
fractures  occur  in  this  age  range.  Several  clinical  trials  of  interventions 
against  osteoporosis  have  reported  promising  results , but  trials  have  included 
few  subjects  over  age  65 , few  trials  have  studied  effects  on  bone  density  in 
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the  hip,  and  no  trials  have  adequate  statistical  power  to  determine  the  effect 
of  interventions  on  hip  fractures  in  this  population. 

The  Request  for  Applications  (RFA)  solicits  projects  which  will  test  the 
efficacy  of  interventions  (or  combinations  of  interventions)  against 
osteoporosis  of  the  hip  in  persons  aged  65  or  older.  Proposed  studies  must 
measure  effects  in  the  hip  but  may  also  include  measures  of  effects  at 
additional  skeletal  sites.  Subjects  for  inclusion  in  proposed  trials  must  be 
age  65  or  over.  Studies  may  also  measure  effects  of  osteoporosis  treatment  on 
fractures  of  the  hip  and  other  sites.  A pilot  phase  for  safety  and 
feasibility  testing  and  protocol  refinement  of  intervention  studies  may  be 
proposed.  The  Principal  Investigators  and  key  staff  of  STOP/IT  (Sites  Testing 
Osteoporosis  Prevention/Intervention  Treatments)  projects,  under  the  terms  of 
awards,  will  meet  with  the  NIA  Program  Administrator  every  six  months  to 
review  the  progress  of  their  studies.  Funds  for  such  travel  will  be  included 
in  awards . 

A maximum  of  $550,000  first  year  total  (direct  plus  indirect)  costs  may  be 
requested  per  application  and  a total  of  no  more  than  $3.1  million  may  be 
requested  per  application  for  the  entire  project  duration.  This  RFA  is  a 
one-time  solicitation.  Up  to  $2.1  million  (total  cost)  for  first-year 
expenses  and  additional  approved  expenses  for  up  to  five  years  will  be 
committed  in  Fiscal  Year  1991  to  fund  applications  in  response  to  this  RFA. 

It  is  anticipated  that  up  to  four  awards  will  be  made  in  FY  1991.  Additional 
proposals  in  response  to  this  RFA  may  be  funded  in  Fiscal  Year  1992  depending 
on  quality  of  applications  and  availability  of  funds.  Issuance  of  awards 
pursuant  to  this  RFA  is  contingent  on  the  availability  of  funds  for  this 
purpose.  The  earliest  feasible  start  date  for  the  initial  awards  will  be 
September  30,  1991. 

Applicants  responding  to  this  RFA  are  also  encouraged  to  submit  concurrent 
companion  research  project  grant  applications  for  studies  on  the 
pathophysiology  of  osteoporosis  in  advanced  age  and  the  mechanisms  affecting 
response  to  treatment  in  older  persons,  as  described  in  NIA  RFA  AG-91 -08  in 
this  issue  of  the  NIH  Guide  for  Grants  and  Contracts.  No  elements  of  these 
proposed  companion  studies  should  duplicate  any  elements  of  studies  proposed 
in  response  to  this  RFA  (AG-91 -04). 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  cooperative  agreements  (U01 ) between 
each  awardee  and  NIA.  Under  the  terms  of  these  cooperative  agreements,  the 
awardee  defines  the  design  and  details  of  the  project  under  the  terms  of  this 
RFA,  retains  primary  responsibility  for  performance  of  the  research  and  for 
analyzing  and  publishing  results,  and  agrees  to  accept  assistance  from  the  NIA 
Program  Administrator  in  the  following: 

o Participation  in  the  monitoring  of  intervention  study  issues 

relating  to  recruitment,  treatment,  follow-up,  quality  control,  and 
adherence  to  protocol . 

o Consideration  of  adjustments  of  intervention  study  designs  and 
protocols . 

o Assistance  in  analysis  and  reporting  of  intervention  study  results. 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  will  be  received  by  the  NIH  Division  of  Research  Grants  and  will 
be  assigned  to  the  NIA.  Responsive  applications  will  be  assigned  to  a special 
review  group  organized  by  NIA.  Following  this  review,  applications  will  be 
considered  by  the  National  Advisory  Council  on  Aging.  Applications  will  be 
evaluated  on  customary  criteria  for  scientific  merit  and  the  adequacy  of 
applicants'  plans  for  meeting  the  special  program  requirements  of  this  RFA. 
Applications  will  be  evaluated  regarding  issues  relating  to  inclusion  of  women 
and  minorities.  (Note  following  special  instructions.) 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  justification  will  not  be  accepted  for 
review . 
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METHOD  OF  APPLYING:  Applicants  should  request  the  full  RFA  from  the  NIA  staff 
contact  listed  below.  A letter  of  intent  to  submit  an  application,  while  not 
required,  is  requested  to  be  sent  to  the  same  staff  contact  by  March  15,  1991. 
The  deadline  for  receipt  of  applications  is  April  29,  1991.  The  full  RFA  may 
be  obtained  from: 

Stanley  L.  Slater,  M.D. 

Geriatrics  Program 
National  Institute  on  Aging 
Building  31 , Room  5C27 
National  Institutes  of  Health 
Bethesda,  MD  20892 
Telephone:  (301)  496-6761 


SITES  TESTING  OSTEOPOROSIS  PREVENTION/INTERVENTION  TREATMENTS:  COMPANION 

STUDIES  OF  PATHOPHYSIOLOGY  AND  MECHANISMS 

RFA  AVAILABLE:  AG-91 -08 

P.T.  34;  K.W.  0705050,  0745027,  0710010,  0765035 

National  Institute  on  Aging 

Application  Receipt  Date:  April  29,  1991 

BACKGROUND:  The  National  Institute  on  Aging  (NIA)  has  issued  a Request  for 

Applications  (RFA):  SITES  TESTING  OSTEOPOROSIS  PREVENTION/INTERVENTION 
TREATMENTS  (STOP/IT)  (AG-91-04),  soliciting  projects  to  test  the  efficacy  of 
interventions  (or  combinations  of  interventions)  against  osteoporosis  in  the 
hip,  in  persons  aged  65  or  more.  That  RFA  provides  funds  for  intervention 
studies  only.  Because  evidence  is  increasing  that  the  disease  process  may 
differ  in  significant  respects  in  this  age  range  compared  to  younger  ages,  and 
because  much  remains  to  be  learned  about  mechanisms  accounting  for  these 
differences , NIA  wishes  to  increase  gains  in  knowledge  from  these  intervention 
studies  by  supporting  companion  studies  to  explore  mechanisms  underlying  the 
interaction  of  the  disease  process  with  interventions  being  explored  in  the 
clinical  trials  funded  under  AG-91-04.  Therefore,  only  institutions 
responding  to  AG-91 -04  may  submit  applications  in  response  to  this  RFA.  Those 
not  eligible  for  this  RFA  who  wish  support  for  studies  on  osteoporosis  in 
advanced  age  are  encouraged  to  submit  applications  at  any  regularly  scheduled 
submission  deadline,  as  described  in  the  NIA/NIAMS  program  announcement:  Type 
II  Osteoporosis  (NIH  Guide  for  Grants  and  Contracts  1 7 , No . 28 , September  2, 
1988) . 

RESEARCH  GOALS  AND  SCOPE:  The  screening  and  recruitment  of  subjects  over  age 
65,  as  requested  in  AG-91 -04,  will  provide  opportunities  for  studies  on  the 
pathophysiology  of  osteoporosis  in  advanced  age , and  the  mechanisms  affect ing 
response  to  treatment  in  older  persons . Studies  are  encouraged  on  factors 
affecting  the  progress  of  the  disease  in  women  many  years  after  menopause  and 
in  older  men,  as  well  as  studies  of  factors  specifically  affect ing  bone  loss 
in  the  hip  in  this  age  range . Applicants  responding  to  this  RFA  are  also 
invited  to  explore  or  verify  mechanisms  underlying  the  effects  ( or  lack  of 
effects ) of  interventions  on  bone  mass , bone  density,  and/or  bone  strength  in 
older  persons.  Because  comorbidity  and  use  of  multiple  medications  are 
extremely  common  among  persons  over  age  65 , studies  of  the  impact  of  these 
complicating  factors  on  the  disease  process  and  responses  to  interventions  are 
also  appropriate. 

MECHANISM  OF  SUPPORT:  Support  of  this  program  will  be  through  the  Public 
Health  Service  grant-in-aid . Only  the  RO 1 grant  mechanism  can  be  used . 

Awards  will  be  administered  under  PHS  grants  pol icy  as  stated  in  the  Public 
Health  Service  Grants  policy  statement,  DHHS  Publication  No.  (OASH)  82-50,000, 
revised  October  1 , 1 990 . 

This  RFA  is  a one-time  solicitation.  Up  to  $1.2  million  has  been  set  aside 
for  total  (direct  plus  indirect ) first-year  costs  and  additional  approved 
expenses  for  up  to  five  years  to  fund  applications  submitted  in  response  to 
this  RFA.  (NIA  and  the  National  Institute  of  Arthritis,  Musculoskeletal  and 
Skin  Diseases  will  contribute  equal  shares  of  this  funding . ) No  single 
proposal  should  request  more  than  $150,000  (direct  plus  indirect  costs ) for 
first-year  expenses . Future  year  annual  increases  will  generally  be  1 imited 
to  no  more  than  four  percent . Multiple  proposals  may  be  submitted  by  each 
applicant  institution.  It  is  anticipated  that  approximately  8 awards  will  be 
made  in  Fiscal  Year  1991.  Additiohal  applications  submitted  in  response  to 
this  RFA  may  be  funded  in  Fiscal  Year  1992.  The  award  of  grants  pursuant  to 
this  RFA  is  contingent  on  receipt  of  applications  of  high  scientific  merit  and 
the  availability  of  funds  for  this  purpose. 
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SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

REVIEW  PROCEDURES  AND  CRITERIA:  Applications  will  be  received  by  the  NIH 
Division  of  Research  Grants  and  will  be  assigned  to  NIA.  Responsive 
applications  will  be  assigned  to  a special  review  group  convened  by  NIA  for 
review.  Following  this  review,  applications  will  be  considered  by  the 
National  Advisory  Council  on  Aging.  Scientific  review  criteria  to  be  used  in 
the  evaluation  of  the  applications  received  in  response  to  this  RFA  are  listed 
in  the  full  RFA. 

METHOD  OF  APPLYING:  Applicants  should  request  the  full  RFA  from  the  NIA  staff 
contact  listed  at  the  end  of  this  announcement.  A letter  of  intent  to  submit 
an  application,  while  not  required,  is  requested  to  be  sent  to  the  same  staff 
contact  by  March  15,  1991.  Applications  should  be  submitted  on  the  standard 
PHS  398  application  form  (revised  October  1988),  available  at  most 
institutional  business  offices  and  the  Division  of  Research  Grants,  NIH, 
telephone  (301)  496-7441.  On  item  2 of  the  face  page  of  the  application, 
applicants  should  enter:  NIA  (STOP/IT)  Companion  Studies,  AG-91 -08.  The  RFA 
label  available  in  the  10/88  revision  of  the  Application  Form  398  must  be 
affixed  to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could 
result  in  delayed  processing  of  the  application  and  prevent  it  from  reaching 
the  review  committee  in  time  for  review.  The  deadline  for  receipt  of 
applications  is  April  29,  1991. 

The  full  RFA  may  be  obtained  from: 

Stanley  L.  Slater,  M.D. 

Geriatrics  Program 
National  Institute  on  Aging 
Room  5C27 , Building  31,  NIH 
Bethesda,  MD  20892 
Telephone:  (301)  496-6761 


* U.S.  G.P.0. : 1991 -281 -826: 20029 
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NOTICES 


"OTHER  SUPPORT"  IN  PHS  GRANT  APPLICATIONS 

P.T.  34;  K.W.  1014002,  1014006 
National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

The  PHS  398  (Rev.  10/88)  and  PHS  2590  (Rev.  10/88)  grant  application  forms 
include  a section  on  OTHER  SUPPORT,  where  applicants  are  expected  to  list  all, 
including  both  Federal  and  non-Federal,  active  support  and  pending  and  planned 
requests  for  support  of  research  and  research-related  activities  by  all  key 
personnel  listed  for  each  application.  This  information  is  important  to  PHS 
review-award  processes  to  help  evaluate  the  compatibility  of  application 
requests  with  investigators’  capabilities  and  responsibilities,  and  eliminate 
unwarranted  duplication  of  support  for  investigators’  efforts.  Application 
instructions  emphasize  the  requirement  for  complete,  accurate,  and  reliable 
information.  In  signing  the  face  page  of  the  application  the  principal 
investigator/program  director  and  the  applicant  institution  official  certify 
that  the  application  information  is  accurate  and  complete. 

Applicants  are  reminded  of  the  necessity  to  provide  the  full  and  reliable 
information  requested.  As  noted  in  the  instructions,  "Incomplete,  inaccurate, 
or  ambiguous  information  about  OTHER  SUPPORT  could  lead  to  delays  in  review  of 
the  application."  Further,  applicants  should  be  cognizant  that  serious 
consequences  could  result  if  failure  to  provide  complete  and  accurate 
information  be  construed  as  an  attempt  to  mislead  PHS  agency  advisory  groups 
and  staff  in  their  review  and  award  responsibilities. 


"OTHER  SUPPORT"  IN  NIH  AND  ADAHHA  R&D  CONTRACT  PROPOSALS 

P.T.  34;  K.W.  1014002,  1014006 
National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

Documentation  required  in  National  Institutes  of  Health  and  Alcohol,  Drug 
Abuse,  and  Mental  Health  Administration  uniform  Request  for  Proposals  include 
Standard  Form  1411,  Contract  Pricing  Proposal  Cover  Sheet,  which  instructs 
offerors  to  identify  any  contracts  or  subcontracts  they  have  been  awarded  "for 
the  same  or  similar  items"  within  the  past  three  years.  Additionally, 
offerors  are  required  to  provide  a Summary  of  Related  Activities,  identifying 
all  active  federal  contracts,  cooperative  agreements,  grants,  and  commercial 
agreements,  and  submitted  proposals,  including  actual  and  proposed  levels  of 
effort  for  all  key  individuals  in  the  proposal  to  NIH. 

As  with  PHS  grant  applications,  mentioned  just  above,  offerors  should  be  aware 
that  serious  consequences  could  result  if  their  failure  to  provide  complete 
and  accurate  information  be  construed  as  an  attempt  to  mislead  agency  advisory 
groups  and  staff  in  their  review  and  award  responsibilities. 


CONFERENCE:  FOSTERING  SCIENTIFIC  INTEGRITY  IN  BIOMEDICAL  RESEARCH 

P.T.  42;  K.W.  1014004,  1014006 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH),  the  Association  of  American  Medical 
Colleges,  and  Washington  University  School  of  Medicine  are  co-sponsoring  an 
interactive  conference  for  biomedical  investigators,  research  administrators, 
and  university  attorneys  with  an  interest  in  fostering  the  integrity  of 
scientists.  The  goals  of  the  workshop  are  to  discuss  the  scope  of  the  problem 
of  scientific  misconduct;  to  identify  perceived  or  real  factors  contributing 
to  misconduct;  to  discuss  the  roles  of  Congress,  NIH,  and  institutions  in 
managing  allegations  of  scientific  misconduct;  to  examine  how  well  specific 
institutions  have  dealt  with  allegations  of  fraud,  plagiarism  or  other 
unacceptable  scientific  practices;  to  discuss  any  special  ethical 
considerations  associated  with  Industry/University  ties;  and  to  discuss  the 
responsibilities  of  authors  and  collaborators  in  maintaining  scientific 
integrity  in  research.  Several  break-out  sessions  will  address  focussed 
topics  of  particular  concern. 

This  conference  is  approved  for  credit  in  AMA  Category  1 . 
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DATES:  April  25-26,  1991 

SITE:  The  Adams  Mark  Hotel,  St.  Louis,  MO 

PROGRAM  AND  REGISTRATION  INFORMATION:  Telephone:  (800)  325-9862,  interstate 

(314)  362-6893,  in  Missouri 


ANIMAL  WELFARE  EDUCATION  PROGRAM:  SURGERY  AND  POST-SURGICAL  CARE 

P.T.  42;  K.W.  0201011,  0785210 
National  Institutes  of  Health 

The  National  Institutes  of  Health,  Office  for  Protection  from  Research  Risks, 
is  cosponsoring  with  The  Medical  University  of  South  Carolina  an  animal 
welfare  education  program  entitled,  "Surgery  and  Post-Surgical  Care."  The 
workshop  will  be  held  in  Charleston,  South  Carolina  at  the  Mills  House  Hotel, 
Meeting  & Queen  Streets,  on  April  4-5,  1991. 

The  meeting  is  open  to  institutional  administrators.  Institutional  Animal  Care 
and  Use  Committee  (IACUC)  members,  laboratory  animal  veterinarians, 
investigators,  and  other  institutional  staff  who  have  responsibility  for 
high-quality  management  of  institutional  animal  care  and  use  programs.  The 
meeting  will  focus  on  NIH  and  USDA  regulations  pertaining  to  animal  use  in 
biomedical  research  and  instruction.  The  emphasis  of  the  workshop  is  surgery, 
post-surgical  care,  anesthesia,  and  analgesia  in  experimental  animals. 

Registration  is  limited.  Hotel  reservations  should  be  made  by  March  1. 

For  further  information,  please  contact: 

Dr.  M.  Michael  Swindle 
Department  of  Comparative  Medicine 
Medical  University  of  South  Carolina 
Charleston,  SC  29425 
Telephone:  (803)  792-3625 

For  additional  information  regarding  future  workshops,  contact: 

Mrs.  Roberta  Sonneborn 

Executive  Assistant  for  Animal  Welfare  Education 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31 , Room  5B59 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-7163 

FAX:  (301  ) 402-0527 


METHODS  OF  MOLECULAR  MECHANICS  AND  DYNAMICS  OF  BIOPOLYMERS  WORKSHOP 

P.T.  42;  K.W.  0780018,  0760060 
National  Center  for  Research  Resources 

The  Pittsburgh  Supercomputing  Center  (PSC)  is  conducting  a three-day  workshop 
on  "Methods  of  Molecular  Mechanics  and  Dynamics  of  Biopolymers,"  April  7—10, 
1991.  This  program  is  funded  by  a grant  from  the  Biomedical  Research 
Technology  Program,  National  Center  for  Research  Resources,  National 
Institutes  of  Health. 

The  workshop  will  familiarize  biomedical  researchers  with  computational 
methods  and  provide  practice  in  applying  supercomputing  resources  to  problems 
of  concern  in  molecular  mechanics.  Practical  experience  on  a Cray  Y-MP/832 
will  be  gained  in  applications  to:  (1)  the  theory  and  practice  of  molecular 

mechanics  and  dynamics;  (2)  the  development  and  refinement  of  molecular 
mechanics  force  fields;  (3)  the  problem  of  conformation  mapping  and  analysis 
of  polypeptide  structures,  including  the  refinement  of  structure  from  measured 
NMR  data;  and  (4)  computation  of  interaction  energies  and  free  energies  for 
protein-drug  interactions  and  conformational  thermodynamics.  The  use  of 
state-of-the-art  macromolecular  computational  packages  will  be  illustrated. 

The  workshop  leaders  are  Dr.  Charles  L.  Brooks  III  of  Carnegie  Mellon 
University  and  Dr.  Kenneth  Merz  of  the  Pennsylvania  State  University. 
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Previous  programming  or  supercomputing  experience  is  desirable  but  not 
necessary.  A half-day  session  on  April  7,  led  by  PSC  staff  members,  will 
focus  on  the  operation  of  the  VAX,  VMS,  and  UNICOS,  the  Cray  version  of  the 
AT&T  System  V Unix  operating  system. 

Travel,  meals,  and  hotel  accommodations  for  U.S.  academic  participants  are 
supported  by  the  grant.  Enrollment  is  limited  to  20  participants.  The 
deadline  for  submission  of  applications  is  February  28,  1991. 

For  an  applicat ion  or  further  information,  call  or  write : 

Nancy  Kiser 

PSC  Biomedical  Coordinator 
Pittsburgh  Supercomput ing  Center 
4400  Fifth  Avenue 
Pittsburgh,  PA  15213 
Telephone:  (412)  268-4960 

Internet : kiser3psc.edu 

Bitnet : kiserSpscwpsca 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


EPIDEMIOLOGICAL,  CLINICAL,  BASIC,  AND  INTERVENTION  STUDIES  FOR  IMPROVING  ORAL 

HEALTH  IN  OLDER  AMERICANS  AND  OTHERS  AT  HIGH  RISK  ( NIDR  RESEARCH  AND  ACTION 

PROGRAM) 

BAA/RFP  AVAILABLE:  NIH-NIDR-1 -91 -4R 

P.T.  34;  K.W.  0715148,  0785035,  0785055,  0411005 

National  Institute  of  Dental  Research 

The  National  Institute  of  Dental  Research  (NIDR)  is  soliciting  contract 
proposals  for  research  to  aid  in  implementing  the  NIDRT  s Research  and  Action 
Program  to  Improve  the  Oral  Health  of  Older  Americans  and  Other  Adults  at 
Risk . This  is  a notice  of  an  anticipated  Broad  Agency  Announcement  (BAA) , RFP 
NO.  NIH-NIDR-1 -91 -4R,  to  be  issued  approximately  February  12,  1991,  with  a 
closing  date  for  proposals  of  May  1 , 1991. 

Offerors  are  encouraged  to  submit  proposals  for  epidemiological , clinical , 
basic , and  intervention  studies  relevant  to  reducing  tooth  mortality  in  adult 
and  other  groups  at  higher  risk  of  suffering  tooth  mortality  or  related  oral 
diseases . Supplementary  materials  on  the  aims  and  scope  of  the  NIDRT  s 
Research  and  Action  Program  will  be  provided  with  the  BAA  package.  Proposals 
shall  not  exceed  a period  of  performance  of  more  than  three  years . Proposals 
based  on  an  init ial  feasibility  phase , and  subject  to  additional  review , may 
also  be  submitted . 

Proposals  are  expected  to  address  at  least  one  of  the  following  topics: 

1 . Identifying  individuals  at  higher  risk  of  tooth  mortality,  or  oral 
diseases  directly  relevant  to  tooth  loss , or  developing  improved  methods  for 
predicting  patterns  of  tooth  mortality. 

2.  Identifying,  developing,  or  testing  methods  for  preventing  tooth  mortality 
or  related  diseases  in  persons  or  population  subgroups  at  higher  risk . 

3 . Developing  and  testing  materials  or  procedures  that  require  removal  of 
less  tooth  structure . 

4 . Assessing  short-  and  long-term  changes  in  tooth  mortality  or  oral  disease 
status  resulting  from  health  promotion  efforts . 

5.  Assessing  the  effectiveness,  efficacy,  and  acceptability  (including  costs) 
of  measures  relevant  to  reducing  tooth  mortality. 

6.  Investigating  the  influence  of  barriers  to  care  or  the  effects  of 
utilization  of  dental  services  on  tooth  mortality  or  related  diseases. 

7.  Evaluating  the  effects  of  currently  available  oral  health  care  methods  or 
of  variations  in  care  upon  tooth  mortality. 

8.  Identifying,  developing,  or  testing  methods  to  establish  knowledge, 
attitudes , or  behaviors  producing  reduct  ions  in  tooth  mortality . 
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9.  Developing  and  evaluating  methods  to  minimize  tooth  mortality  or  the  onset 
or  progression  of  related  oral  diseases  in  medically  compromised  patients. 

10.  Characterizing  how  local  oral  factors  (e . g . , salivary  function)  influence 
tooth  mortality  or  related  diseases  and  associated  intervention  studies  to 
reduce  these  diseases  or  tooth  loss. 

The  BAA  solicitation  will  contain  additional  information  on  each  research 
topic,  along  with  instructions  for  proposal  preparation  and  submission, 
proposal  evaluation  criteria,  and  required  forms.  Proposals  may  be  reviewed 
and  acted  upon  as  they  are  received.  However,  no  proposal  will  be  accepted 
after  4:00  p . m . , Wednesday,  May  1,  1991.  Five  to  eight  awards  are 
anticipated.  Selection  for  award  will  be  based  on  technical  merit,  cost 
realism  of  proposed  effort,  greatest  advantage  to  the  Government,  and 
availability  of  funds. 

BAA/RFP  No.  NIH-NIDR- 1 -9 1 -4R  will  be  available  approximately  February  12, 

1991,  by  written  request  to: 

Ms.  Marion  L.  Blevins 
Contract  Management  Section 
National  Institute  of  Dental  Research 
National  Institutes  of  Health 
Westwood  Building,  Room  521 
Bethesda,  MD  20892 


SALMONELLA  MUTAGENICITY  TESTING  (SMALL  BUSINESS  SET  ASIDE) 

RFP  AVAILABLE:  NIH-ES-91-11 
P.T.  34;  K.W.  1002028,  0780000 

National  Institute  of  Environmental  Health  Sciences 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS),  National 
Institutes  of  Health  (NIH),  is  soliciting  proposals  from  offerors  having  the 
capability  for  salmonella  mutagenicity  testing.  This  RFP  is  set  aside  for 
small  businesses.  The  results  obtained  from  this  contract  will  be  used  for 
setting  priorities  for  long-term  animal  testing  and  will  provide  information 
on  mechanisms  of  action  for  selected  chemicals.  The  contract  will  be  required 
to  test  chemicals  and  evaluate  urine  samples  for  mutagenicity  in  Salmonella. 
Two  phases  are  planned.  In  Phase  I,  the  contractor  shall  demonstrate  that 
ability  to  perform  the  protocols  required  with  the  various  strains  in  an 
efficient,  effective,  and  reproducible  manner.  This  phase  will  involve  twelve 
(12)  chemical  samples  and  one  (1)  urine  sample  and  should  take  about  four 
months.  Phase  II  will  be  contingent  on  successful  completion  of  Phase  I.  In 
Phase  II  the  contractor  shall  test  approximately  thirty-eight  (38)  chemical 
samples  and  two  (2)  urine  samples  during  the  remainder  of  year  1 and  fifty 
(50)  chemical  samples  and  three  (3)  urine  samples  for  years  2-5.  The 
chemicals  will  be  tested  under  code,  in  triplicate,  using  at  least  five  dose 
levels.  A preliminary  toxicity  experiment  will  be  run  on  all  chemicals  prior 
to  mutagenicity  testing.  Urines  from  approximately  three  (3)  dose  levels  of 
animal  treatment  shall  be  tested,  using  triplicate  plates.  All  work  shall  be 
performed  in  manner  compatible  with  the  NTP  Health  and  Safety  Minimum 
Requirements  for  In  Vitro  Toxicology  Contractors.  The  Government  estimates 
that  0.3  professional  person-years  and  1 technical  person-year  will  be 
required  for  each  year  of  this  contract . This  project  will  cover  a five-year 
period.  The  estimated  issuance  date  of  RFP  NIH-ES-91-11  is  January  31,  1991, 
and  responses  will  be  due  approximately  45  days  thereafter.  The  Institute 
expects  to  make  one  award  from  this  solicitation. 

Requests  should  reference  RFP  NIH-ES-91-11  and  should  be  forwarded  to: 

Nat ional  Institute  of  Environmental  Health  Sciences 
Contracts  and  Procurement  Management  Branch,  OM 
ATTN : Jo  Ann  Lewis 

79  T.W.  Alexander  Drive , 4401  Building 
P.0.  Box  12874 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7893 
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SALMONELLA  MUTAGENICITY  TESTING 


RFP  AVAILABLE:  NIH-ES-91-12 
P.T.  34 ; K.W.  1002028,  0780000 

National  Institute  of  Environmental  Health  Sciences 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS),  National 
Institutes  of  Health  (NIH),  is  soliciting  proposals  from  offerors  having  the 
capability  for  salmonella  mutagenicity  testing.  The  results  obtained  from 
this  contract  will  be  used  for  setting  priorities  for  long-term  animal  testing 
and  will  provide  information  on  mechanisms  of  action  for  selected  chemicals. 
The  contract  will  be  required  to  test  chemicals  and  evaluate  urine  samples  for 
mutagenicity  in  Salmonella.  Two  phases  are  planned.  In  Phase  I,  the 
contractor  shall  demonstrate  the  ability  to  perform  the  protocols  required 
with  the  various  strains  in  an  efficient,  effective,  and  reproducible  manner. 
This  phase  will  involve  twelve  (12)  chemical  samples  and  one  (1)  urine  sample 
and  should  take  about  four  months.  Phase  II  will  be  contingent  on  successful 
completion  of  Phase  I.  In  Phase  II  the  contractor  shall  test  approximately 
thirty-eight  (38)  chemical  samples  and  two  (2)  urine  samples  during  the 
remainder  of  year  1 and  fifty  (50)  chemical  samples  and  three  (3)  urine 
samples  per  year  for  years  2-5.  The  chemicals  will  be  tested  under  code,  in 
triplicate,  using  at  least  five  dose  levels.  A preliminary  toxicity 
experiment  will  be  run  on  all  chemicals  prior  to  mutagenicity  testing.  Urines 
from  approximately  three  (3)  dose  levels  of  animal  treatment  shall  be  tested 
using  triplicate  plates.  All  work  shall  be  performed  in  manner  compatible 
with  the  NTP  Health  and  Safety  Minimum  Requirements  for  In  Vitro  Toxicology 
Contractors.  The  Government  estimates  that  0.3  professional  person-years  and 
1 technical  person-year  will  be  required  for  each  year  of  this  contract . This 
project  will  cover  a five-year  period.  The  estimated  issuance  date  of  RFP 
NIH-ES-91-12  is  January  31,  1991,  and  responses  will  be  due  approximately  45 
days  thereafter.  The  Institute  expects  to  make  one  award  from  this 
solicitation . 

Requests  should  reference  RFP  NIH-ES-91-12  and  should  be  forwarded  to: 

National  Institute  of  Environmental  Health  Sciences 
Contracts  and  Procurement  Management  Branch,  OM 
ATTN:  Jo  Ann  Lewis 

79  T.W.  Alexander  Drive,  4401  Building 
P.0.  Box  12874 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7893 


MAINTENANCE  AND  OPERATION  OF  A SYNTHETIC  CHEMICAL  FACILITY 

RFP  AVAILABLE:  NICHD-CD-9 1 -3 

P.T.  34;  K.W.  1003006,  1003012,  0750020,  0760085 
National  Institute  of  Child  Health  and  Human  Development 

The  Contraceptive  Development  Branch  of  the  Center  for  Population  Research, 
National  Institute  of  Child  Health  and  Human  Development  (NICHD),  has  a 
requirement  for  the  maintenance  and  operation  of  a synthetic  chemical  facility 
for  the  synthesis  of  anti-fertility  agents  on  a laboratory  scale  (1-5  grams) 
as  well  as  on  a relatively  large  scale  (1,000  grams).  The  maximum  quantities 
of  any  final  product  to  be  prepared  by  multistep  synthesis  via  batchwise 
operations  will  not  normally  exceed  1,000  grams. 

It  is  desirable  that  Offerors  should  have  expertise  in  the  synthesis  of 
optically  active  steroids,  steroid-protein  conjugates  as  immunogenic  agents,  a 
wide  variety  of  unnatural  amino  acids  including  resolution  work,  asymmetric 
synthesis,  stereocontrolled  approach,  and  determination  of  their  optical 
purity,  and  other  non-steroidal  compounds  including  separation  of 
stereoisomers  and/or  resolution  work.  In  addition,  the  capability  to  perform 
High  Performance  Liquid  Chromatography  (HPLC ) analysis  for  the  detection  and 
quantification  of  circulating  drugs  in  serum,  urine,  and  feces  from  animals, 
and  to  perform  analytical  work  in  order  to  assess  the  purity  of  compounds , is 
desirable . Specific  assignment  of  compounds  and  quantities  to  be  prepared 
will  be  determined  by  the  Project  Officer.  Major  emphasis  will  be  on  the 
preparation  of  experimental  compounds  on  a laboratory  scale  (1-5  grams). 

As  minimum  requirements,  organizations  must  have  the  following  in-house 
equipment  ( or  indications  of  anticipated  purchase  of  same ) : ultraviolet , 
infrared  and  1 3C  and  1 H nuclear  magnetic  resonance  spectrometers  (90-1 00MHz) , 
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mass  spectrometer,  polarimeter,  gas  chromatography,  analytical  high 
performance  liquid  chromatography  preferably  equipped  with  an  integrator,  and 
preparative  high-performance  liquid  chromatography  that  can  provide  gram 
quantities  of  purified  compounds.  The  Government  does  not  intend  to  furnish 
any  of  the  above  equipment  or  facilities.  The  Contractor’s  facilities  must 
meet  the  requirements  in  compliance  with  the  Occupational  Safety  and  Health 
Administration  and  the  contractor  must  have  a nuclear  license.  The  Contractor 
must  have  in-house  capabilities  and  five  full-time  supporting  technical  staff 
who  will  devote  100  percent  of  their  time  to  the  project.  No  subcontracting 
will  be  permitted.  The  Government  estimates  the  effort  to  be  approximately 
5.25  technical  staff  years  annually. 

It  is  desirable  that  the  Principal  Investigator  is  an  established  synthetic 
organic  chemist  of  drug  synthesis  with  a Ph . D . degree  and  will  devote  a 
minimum  of  25%  of  her/his  time  to  this  project. 

All  responsible  sources  may  submit  a proposal  that  shall  be  considered  by  the 
agency.  It  is  anticipated  that  one  cost-reimbursement,  incrementally  funded 
type  contract  will  be  awarded  as  a result  of  the  Request  for  Proposals  (RFP) 
for  a period  of  sixty  (60)  months  beginning  August  1,  1991.  The  RFP  is  a 
recompetition  of  contract  NO  1 -HD-6-2928  for  the  "Maintenance  and  Operation  of 
a Synthetic  Chemical  Facility"  being  performed  by  the  Southwest  Foundation  for 
Biomedical  Research,  San  Antonio,  Texas. 

This  announcement  is  not  an  RFP.  RFP-NICHD-CD-9 1 -3  will  be  issued  on  or  about 
January  25,  1991.  Proposals  will  be  due  approximately  45  days  thereafter. 
Copies  of  the  RFP  may  be  obtained  by  sending  written  requests  to  Mr.  Paul  J. 
Duska  at  the  address  listed  below.  Please  enclose  a self-addressed  label. 
Requests  may  also  be  made  by  FAX  telephone  (301)  496-0962. 

Paul  J.  Duska,  Contracting  Officer 
Contracts  Management  Branch,  OGC 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  610 
9000  Rockville  Pike 
Bethesda,  MD  20892 


BASIC  AND  CLINICAL  RESEARCH  ON  THE  URINARY  BLADDER  AND  PELVIC  MUSCULATURE  IN 

INTERSTITIAL  CYSTITIS 

RFA  AVAILABLE:  DK-91-04 

P.T.  34;  K.W.  0705075,  0765035,  0710030 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  March  1,  1991 
Application  Receipt  Date:  April  22,  1991 

This  Request  for  Applications  (RFA)  emphasizes  the  continued  interest  of  the 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  in 
funding  research  studies  in  all  areas  of  the  investigation  of  the  urinary 
bladder  and  the  adjacent  structures,  including  the  pelvic  musculature . The 
special  emphasis  of  these  studies  should  address  issues  that  may  have 
particular  relevance  to  increasing  our  basic  understanding  of  the  disorder  of 
interstitial  cystitis  (IC).  Investigators  from  diverse  clinical  and  basic 
science  disciplines  with  a research  interest  in  the  pathophysiology  of  bladder 
function  and  its  interrelationship  with  lower  pelvic  musculature  are 
encouraged  to  submit  applications. 

INTRODUCTION 

IC  is  a chronic,  painful,  and  variably  incapacitating  disorder  that  manifests 
a symptom  complex  consisting  of  pain  in  the  region  of  the  urinary  bladder  and 
associated  pelvic  musculature  and  variable  motor  and  sensory  dysfunctions  of 
the  urinary  bladder. 

In  order  to  assure  that  patient  selection  for  clinical  studies  is  uniform  the 
NIDDK  has  established  Diagnostic  Criteria  for  research  studies  on  IC.  ALL 
CLINICAL  GRANT  APPLICATIONS  MUST  STATE  THAT  THE  NIDDK  IC  DIAGNOSTIC  CRITERIA 
WILL  BE  APPLIED  TO  PATIENTS  SELECTED  FOR  INCLUSION  IN  THE  RESEARCH  STUDY. 

These  criteria  have  been  published  in:  the  JOURNAL  OF  UROLOGY  142(1): 

139,1989  and  the  AMERICAN  JOURNAL  OF  KIDNEY  DISEASES  8(4):353,  1989.  They  may 
also  be  obtained  from  the  Director  of  the  Urology  Program,  Division  of  Kidney, 
Urologic  and  Hematologic  Diseases. 
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SPECIFIC  OBJECTIVES  AND  SCOPE  OF  RESEARCH 


The  specific  objectives  of  this  RFA  are  to  encourage  investigators,  not  now 
working  in  the  field  of  bladder  physiology  and  pathophysiology,  to  enter  the 
field  of  IC  research.  Especially  encouraged  are  investigators  with  research 
expertise  in  the  basic  and  clinical  science  areas  of  immunology , infectious 
diseases,  endocrinology,  cellular  and  molecular  biology,  and  bladder  and 
muscular  neurophysiology  and  pharmacology . 

Areas  that  need  investigation  include,  but  are  not  limited  to,  the  following: 

o The  effect  of  hormones  and/or  growth  regulatory  peptides  on  the 
normal  function  of  the  bladder  and  in  interst it ial  cyst  it  is . 

o The  role  of  infectious  agents  in  the  pathogenesis  of  IC. 

o Inflammatory  mediators , including  free  radicals , in  IC 

o Comparisons  of  cellular  calcium  transport  in  the  normal  bladder  and 
in  interstitial  cystitis . 

o Comparisons  of  the  neurotransmitter  innervat ion  of  the  normal 
bladder  and  adjacent  pelvic  musculature  with  those  of  IC . 

o Immunity  and  autoimmunity  in  the  pathogenesis  of  IC . 

o Surgical  interventions  in  the  treatment  of  IC . 

o Innovative  forms  of  therapy  for  interstitial  cystitis . 

o Comparison  of  the  role  of  the  pelvic  floor  musculature  in  normal 
bladder  function  and  in  interstitial  cystitis . 

o The  role  of  glycosaminoglycans  and  Tamm -Horse fall  protein 
(uromodulin)  in  normal  bladder  physiology  and  in  IC . 

o The  urothelium  in  the  normal  bladder  function  and  in  IC. 

o Urine  constituents  specifically  associated  with  IC . 

o Genet ic  factors  associated  with  interstitial  cystitis . 

APPLICATION,  REVIEW,  AND  FUNDING  PROCEDURES 

Response  to  this  RFA  is  limited  to  individual  research  project  (R01 ) grant 
applications . Applications  must  be  submitted  on  the  revised  (10/88)  form 
PHS-398 . Applications  from  women  and  minority  invest igators  are  encouraged . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

The  following  is  a brief  statement  of  the  NIH  and  ADAMHA  policy  regarding  the 
inclusion  of  women  and  minorities  in  study  populations . Applications  that  are 
responsive  to  this  RFA  will , by  definition,  meet  the  requirement  for  inclusion 
of  women . The.  inclusion  of  minorities  must  be  addressed  in  application 
submitted  responding  to  this  RFA . 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attent ion  to  the  inclusion  of  women  and  minor it ies  in  study 
populations . If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies , a specific  justification  for  this  exclusion  must  be 
provided . Applications  without  such  documentation  will  not  be  accepted  for 
review . 

Upon  receipt , applications  will  be  init ially  reviewed  by  the  Division  of 
Research  Grants  (DRG)  for  completeness.  Incomplete  applications  will  be 
returned  to  the  applicant  without  further  consideration . Evaluation  for 
responsiveness  to  the  program  requirements  and  criteria  stated  in  the  RFA  is 
an  NIDDK  program  staff  funct ion . Applications  that  are  judged  non-responsive 
will  be  administratively  inactivated . Applications  responsive  to  this  RFA 
will  be  reviewed  for  scientific  and  technical  merit  in  accordance  with  the 
usual  NIH  peer  review  procedures  by  an  NIDDK  initial  review  group  specifically 
convened  for  this  RFA.  Following  study  section  review,  the  applications  will 
be  given  a secondary  review  by  the  NIDDK  Advisory  Council . 

Up  to  $1  million  are  available  in  support  of  this  RFA.  The  specific  number  of 
grants  and  total  amount  of  funds  to  be  awarded  depends  on  the  scientific  merit 
of  each  application  and  the  total  costs  of  the  applications . Each  application 
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should  include  travel  funds  designated  for  the  Principal  Investigator  to 
attend  an  annual  NIDDK  research  workshop  on  interstitial  cystitis. 

Applications  must  be  received  by  April  22?  1991. 

THE  RFA  LABEL  CONTAINED  IN  THE  APPLICATION  KIT  MUST  BE  AFFIXED  TO  THE  BOTTOM 
OF  THE  FACE  PAGE  OF  THE  ORIGINAL  COPY  OF  THIS  APPLICATION.  FAILURE  TO  USE 
THIS  LABEL  COULD  RESULT  IN  DELAYED  PROCESSING  OF  THE  APPLICATION.  FOR 
PURPOSES  OF  IDENTIFICATION  AND  PROCESSING,  THE  RFA  NUMBER,  DK-91-04,  AND  TITLE 
SHOULD  BE  TYPED  IN  ITEM  2 ON  THE  FACE  PAGE  OF  THE  APPLICATION. 

The  original  and  four  copies  of  the  application  must  be  sent  to: 

Division  of  Research  Grants 
Westwood  Building,  Room  240 
National  Institutes  of  Health 
Bethesda,  MD  20892** 

Two  additional  copies  of  the  application  must  be  sent  under  separate  cover  to: 

Dr.  Robert  Hammond 
Chief,  Review  Branch 

Division  of  Extramural  Activities,  NIDDK 
National  Institutes  of  Health 
Westwood  Building,  Room  406 
Bethesda,  MD  20892 

Letter  of  Intent:  It  is  requested  that  the  applicant  submit  a one-page  letter 
of  intent  giving  the  name  of  the  Principal  Investigator,  any  other 
investigators,  a descriptive  title  of  the  proposed  research,  and  the 
institution.  The  letter  is  not  a requirement  for  application  and  should  be 
received  by  March  1,  1991. 

Letters  of  intent,  inquiries,  and  requests  for  the  more  detailed  full  RFA 
should  be  sent  to: 

Director,  Urology  Program,  NIDDK/DKUHD 
National  Institutes  of  Health 
Federal  Building,  Room  102 
Bethesda,  MD  20892 
Telephone:  (301)  496-8248 

FAX:  (301 ) 402-0223 

The  full  RFA  is  available  in  the  electronic  version  of  the  NIH  Guide  for 
Grants  and  Contracts  (E-Guide). 


RESEARCH  CENTER  OF  EXCELLENCE  IN  PEDIATRIC  NEPHROLOGY  AND  UROLOGY 

RFA  AVAILABLE:  DK-91-07 

P.T.  04;  K.W.  0785095,  0785220,  0770005 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Application  Receipt  Date:  April  2,  1991 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD)  of  the 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
invites  applications  for  a pediatric  kidney  and  urology  research  center  grant 
(P50)  to  be  awarded  in  fiscal  year  1991.  NIDDK  anticipates  the  award  of  one 
pediatric  kidney  and  urology  center  grant  from  this  solicitation. 

BACKGROUND 

Kidney  and  urologic  diseases  account  for  substantial  and  increasing  morbidity 
and  financial  burden  in  the  United  States.  They  threaten  the  health  and 
wellbeing  of  over  13  million  Americans  and  accounted  for  an  estimated  cost  of 
at  least  $50  billion  in  1990.  Although  considerable  progress  has  been  made  in 
understanding  the  basic  physiology  and  pathophysiology  of  the  normal  renal  and 
urinary  systems,  there  has  been  only  limited  progress  in  unraveling  the 
mechanisms  of  disease  processes . Renal  failure  is  more  frequent  in  adults, 
but  the  majority  have  their  onset  in  childhood.  A significant  proportion  of 
disorders  that  lead  to  end-stage  renal  disease  (ESRD)  or  cause  severe 
metabol ic  imbalances  in  children  are  inherited  ( or  are  presumed  to  be ) renal 
diseases . To  date , investigations  have  provided  only  detailed  morphologic 
descript  ions  of  basement  membrane  abnormalities  in  only  a few  of  the  inherited 
glomerular  disorders  and  have  characterized  the  tubular  pathology  in  the 
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various  inherited  cystic  diseases.  However,  at  present,  the  understanding  of 
the  molecular,  cellular,  and  biochemical  basis  of  these  disorders  is  lacking. 

OBJECTIVES  AND  SCOPE 

The  emphases  of  this  initiative  are  threefold:  (1)  to  attract  new  scientific 

expertise  into  the  study  of  the  basic  mechanisms  of  pediatric  kidney  and 
urological  diseases;  (2)  to  encourage  interdisciplinary  research  in  this  area; 
and  (3)  to  extend  these  basic  investigations  into  areas  that  will  provide  the 
background  for  future  innovative  clinical  and  epidemiologic  studies  of  the 
causes,  therapy,  and  prevention  of  pediatric  kidney  and  urologic  diseases  and 
disorders.  In  approaching  the  study  of  these  disease  processes,  it  is 
anticipated  that  extensive  collaboration  will  be  required  between  clinical  and 
basic  scientists  such  as  those  in  cell  biology,  molecular  biology,  immunology, 
genetics,  epidemiology,  biochemistry,  physiology,  and  pathology.  Individual 
institutions  with  both  basic  and  clinical  research  capabilities  are  eligible 
to  apply.  Interinstitutional  collaborative  research  arrangements  are  also 
permitted  and  encouraged  whenever  appropriate. 

PEDIATRIC  NEPHROLOGY 

Representative  areas  of  research  appropriate  for  investigation  include:  (1) 
studies  of  renal  disorders  of  genetic  and  congenital  origin  that  may  lead  to 
progressive  loss  of  renal  function  or  cause  severe  metabolic  imbalances  in 
children;  (2)  identification  and  study  of  genes  integral  to  normal  renal  and 
urinary  tract  development  and  to  differentiation  of  renal  function,  including 
studies  of  cellular  derivation  of  the  glomerular  components,  composition,  and 
characteristics  of  the  embryonic  extracellular  matrix  and  endothelial  cells. 

PEDIATRIC  UROLOGY 

Examples  of  representative  areas  of  research  appropriate  for  investigation 
include:  (1)  the  pathophysiology  of  bladder  function  and  dysfunction  in  the 

pediatric  population,  (2)  the  development  of  diagnostic  methodology  for  the 
evaluation  of  these  defects. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

The  following  is  a brief  statement  of  the  NIH  and  ADAMHA  policy  regarding  the 
inclusion  of  women  and  minorities  in  study  populations.  However,  for  the 
purposes  of  this  RFA,  women  denotes  females  of  all  ages. 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

NIDDK  expects  to  award  one  pediatric  research  center  grant  (P50)  in  fiscal 
year  1991  on  a competitive  basis.  Foreign  institutions  are  not  eligible  to 
apply.  The  anticipated  award  is  for  five  years  and  is  contingent  upon  the 
availability  of  appropriated  funds.  The  total  amount  of  available  funds  to 
support  this  program  is  anticipated  to  be  no  more  than  $750,000  per  year. 
Therefore,  no  applicant  may  request  more  than  $750,000  in  total  costs  (both 
direct  and  indirect  costs)  in  the  initial  budget  period.  Subsequent  budget 
periods  may  include  a standard  escalation  factor. 

The  complete  Request  for  Applications  (RFA)  and  consultation  may  be  obtained 
from : 

Dr.  Ralph  L.  Bain 

Kidney  and  Urology  Research  Centers  Program  Director 
DKUHD/NIDDK 

Federal  Building,  Room  102 
9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-8218 

REVIEW  PROCEDURES 

Applications  for  an  award  of  a research  center  grant  will  be  evaluated  in  a 
national  competition  by  the  NIH  peer  review  process.  Applications  will  be 
reviewed  initially  by  a special  review  committee  convened  by  the  NIDDK  and 
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reviewed  subsequently  by  the  National  Diabetes  and  Digestive  and  Kidney 
Diseases  Advisory  Council. 

METHOD  OF  APPLYING 

Potential  applicants  are  urged  to  submit  a letter  of  intent  to  the  Program 
Director  by  February  15,  1991,  regarding  their  application.  The  letter  of 
intent  is  nonbinding  and  is  not  a precondition  for  an  award.  The  letter  of 
intent  should  include  the  name(s)  of  the  Principal  Invest igat or ( s ) , principal 
collaborators,  a descriptive  title  of  the  proposed  research  center,  and  the 
organizat ion ( s ) involved.  Applications  must  be  submitted  using  PHS  Form  398 
(Rev.  10/88).  The  RFA  label  contained  in  the  application  kit  must  be  affixed 
to  the  bottom  of  the  face  page  of  the  original  copy  of  the  application. 

Failure  to  use  this  label  could  result  in  delayed  processing  and  review  of  the 
application.  On  line  2 of  the  application  face  page  type  in  the  title  and 
number  of  this  RFA. 

Mail  the  completed  application  (original  and  four  copies)  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
Westwood  Building,  Room  240 
National  Institutes  of  Health 
Bethesda,  MD  20892*# 

The  special  single  receipt  date  for  submissions  in  response  to  this 
announcement  is  April  2,  1991,  with  earliest  funding  September  30,  1991. 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.849,  Kidney,  Urologic,  and  Hematologic  Diseases  Research.  Awards  will  be 
made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, Section 
301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS 
grant  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74. 

This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


CHILD  HEALTH  RESEARCH  CENTERS 

RFA  AVAILABLE:  HD-91 -04 

P.T.  04;  K.W.  0710030,  0770005,  0775000,  0785170,  0785035 
National  Institute  of  Child  Health  and  Human  Development 
Application  Receipt  Date:  April  9,  1991 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  invites 
Center  Core  Grant  applications  for  a program  of  Child  Health  Research  Centers 
(CHRC).  These  Centers  are  intended  to  provide  resources  to  speed  the  transfer 
of  knowledge  gained  through  studies  in  basic  science  to  clinical  applications 
that  will  benefit  the  health  of  children.  This  is  to  be  accomplished  by 
increasing  the  number  and  effectiveness  of  pediatric  investigators  who  have  a 
research  grounding  in  basic  science  and  the  number  of  pediatric  services  that 
can  stimulate  and  facilitate  the  application  of  these  investigators'  skills  to 
research  on  pressing  pediatric  problems. 

The  information  in  this  Request  for  Applications  (RFA)  is  not  identical  to 
that  in  the  RFA  of  January  1990  on  this  subject  (HD-90-03),  which  is  obsolete. 

Background 

The  past  few  years  have  seen  unprecedented  advances  in  the  power  and  speed  of 
basic  science  methods  applicable  to  investigations  of  inherited  and  acquired 
disease.  There  is  a need  for  researchers  who  are  skilled  with  these  methods 
and  are  interested  in  applying  them  to  clinical  problems  in  pediatrics.  The 
NICHD  intends  to  help  meet  this  need  by  establishing  Centers  in  which  nascent 
pediatric  investigators  can  develop  the  appropriate  technological  expertise. 

Objectives  and  Scope 

Under  the  aegis  of  a CHRC  grant  an  institution  identifies  and  develops  a 
scientific  area  or  theme  that  is  relevant  to  the  pediatric  research  mission  of 
the  NICHD.  It  is  an  opportunity  for  institutions  to  build  a greater  capacity 
for  developing  pediatric  investigators.  Established  investigators  whose 
research  is  already  funded  by  NIH  or  other  competitively  reviewed  grants  or 
contracts  combine  to  establish  in  their  institution  a center  of  excellence  in 
the  chosen  subject  area.  Individuals  with  a wide  range  of  scientific 
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backgrounds,  especially  those  with  basic  science  orientation,  are  thus 
encouraged  to  interact  with  each  other  and  with  newly  trained  pediatricians 
just  embarking  on  their  research  careers.  A shared  core  laboratory  that 
provides  services  to  complement  and  extend  the  capabilities  of  the  established 
investigators  to  facilitate  the  career  development  of  new  investigators  may  be 
a part  of  the  Center.  The  established  investigators  make  available  their 
expertise  and  laboratory  facilities  that,  together  with  the  shared  core 
laboratory  comprise  the  laboratory  resources  of  the  Center  to  be  utilized  by 
junior  investigators  for  new  research  projects  that  will  enhance  their  basic 
science  knowledge  and  skills.  Support  for  conducting  these  projects  is 
provided  by  the  Center. 

The  CHRC  grant  may  provide  funds  for  three  purposes: 

1.  Administration  of  the  Center. 

2.  Improvements  in  the  child  health-related  research  program  of  an 
institution  in  an  area  of  scientific  excellence  through  the  establishment  and 
maintenance  of  a shared  core  laboratory. 

3.  Support  for  new  projects,  conducted  by  junior  investigators,  designed  to 
enhance  their  research  skills  and  produce  preliminary  data  that  could  lead  to 
successful  competitive  grant  applications  to  the  NIH  or  other  agencies. 

The  novel  feature  of  these  grants  is  the  flexibility  in  the  use  of  the  funds 
awarded  for  research  support  and  career  development,  so  that  decisions  about 
which  new  projects  and  which  junior  investigators  are  to  be  supported  are  made 
by  the  grantee  institution.  Both  competing  and  non-competing  continuations  of 
a CHRC  grant  are  contingent  on  demonstration  of  good  judgment  in  these 
decisions  as  indicated  by  scientific  progress,  success  in  the  initiation  of 
new  competitively  awarded  research  grants  and  contracts,  and  the  development 
of  new  pediatric  investigators. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies , a specific  justification  for  this  exclusion  must  be 
provided . Applications  without  such  documentation  will  not  be  accepted  for 
review . 

Mechanisms  of  Support 

CHRC  awards  are  made  to  a children's  hospital  or  to  a department  of  pediatrics 
of  an  approved  medical  school  that  has  as  a primary  teaching  site  either  a 
general  acute  children' s hospital  or  a children ' s program  that  is  part  of  a 
larger  medical  institution . Either  one  must  have  the  organizational 
structure , clinical  pediatric  specialt ies  and  subspecialties , and  discrete 
clinical  and  research  facilities  sufficient  to  ensure  the  1 inkage  of  basic 
research  and  cl inical  appl icat ion  that  will  meet  the  purposes  of  the  CHRC 
program . The  Principal  Invest igator  of  the  grant  must  be  the  chairperson  of 
the  department  of  pediatrics  or  the  chief  of  the  pediatric  service . 

The  mechanism  for  funding  of  these  Centers  is  the  P30  grant  that  provides  core 
support  for  laboratories  and  administrative  resources  applicable  to  a number 
of  different  research  projects . Awards  are  for  five  years  at  a maximum  level 
of  $400,000  (direct  plus  indirect  cost)  annually  and  are  renewable  for  two 
years . 

Application  Procedure 

Applications  must  be  submitted  on  form  PHS-398  (rev.  10/88).  Detailed 
instructions  for  application  are  available  as  additional  information. 

Additional  Information 

Potential  applicants  should  request  detailed  information  about  CHRC  grants 
before  preparing  an  application . Information  is  available  from : 
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Ephraim  Y.  Levin,  M.D. 

Medical  Officer 

Endocrinology,  Nutrition  and  Growth  Branch 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

Room  637,  Executive  Plaza  North 

Rockville,  MD  20852 

Telephone:  (301)  496-5593 


SPECIAL  CARE  UNITS  FOR  ALZHEIMER1 S DISEASE 

RFA  AVAILABLE:  AG-91 -06 

P.T.  34;  K.W.  0710010,  0715180,  0785035 

National  Institute  on  Aging 

Letter  of  Intent  Receipt  Date:  February  20,  1991 
Application  Receipt  Date:  April  10,  1991 

I.  INTRODUCTION 

The  National  Institute  on  Aging  (NIA)  invites  applications  for  cooperative 
agreements  (U01)  for  social  and  behavioral  research  on  the  impacts  of  Special 
Care  Units  (SCUs).  Special  Care  Units  are  defined  here  as  specialized 
facilities  designed  for  people  with  Alzheimer's  disease  (AD)  in  long-term  care 
institutional  settings  (e.g.,  nursing  homes,  board  and  care,  assisted  living 
environments,  adult  day  care).  The  impacts  of  SCUs  refer  to  direct  or 
indirect  outcomes  of  this  form  of  care  on  1 ) persons  with  AD  and  at  least  one 
of  the  following:  2)  family  caregivers,  3)  health  care  administrators,  4) 
staff,  and  5)  other  ( non-demented ) persons  receiving  care  in  the  same 
institutional  settings.  Studies  can  range  from  detailed  ethnographic  analyses 
of  single  institutional  settings  to  highly  controlled,  randomized  trials 
testing  the  efficacy  of  different  components  of  care.  This  Request  for 
Applications  (RFA)  is  coordinated  with  relevant  programs  in  the  Agency  for 
Health  Care  Policy  and  Research,  National  Center  for  Nursing  Research,  and 
National  Institute  of  Mental  Health. 

II.  SPECIFIC  OBJECTIVES,  ELIGIBILITY  REQUIREMENTS,  AND  BUDGETARY 
CONSIDERATIONS 

The  goal  of  the  desired  research  is  to  provide  systematic  data  on  outcomes  of 
care  in  SCUs,  and  on  the  factors  and  processes  associated  with  particular 
outcomes.  A further  objective  is  to  develop  measures  that  can  be  standardized 
across  studies  and  subjected  to  comparable  analyses. 

Specific  eligibility  requirements  include: 

o Proposed  research  must  be  conducted  in  established  SCUs  (i.e., 
those  that  have  been  in  operation  for  at  least  six  months). 

o Investigative  teams  must  have  prior  experience  in  conducting  health 
care  research  in  demented  populations. 

o Consideration  of  outcomes  in  persons  with  AD  and  at  least  one  other 
participant  in  care  (e.g.,  family  members,  health  care 
administrators,  staff,  or  other  non-demented  persons  receiving 
care ) . 

Budgetary  considerations: 

o This  Initiative  seeks  to  fund  4-6  research  projects . 

o Total  costs  for  each  project  must  not  exceed  $250,000  in  the  first 
year . 

III.  MECHANISM  OF  SUPPORT 

Cooperative  Agreement:  The  administrative  and  funding  mechanism  to  be  used  to 
support  these  awards  will  be  cooperative  agreements  between  each  awardee  and 
NIA.  In  a cooperative  agreement  there  is  substantial  programmatic  involvement 
of  the  designated  Program  Administrator  above  and  l^eyond  the  levels 

characteristic  for  traditional  program  management  of  grants.  The  Principal 
Investigators  and  key  staff,  under  the  terms  of  the  awards,  are  required  to 
meet  with  the  Program  Administrator  three  times  in  the  first  year  and  every 
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six  months  thereafter  to  standardize  key  measurements,  review  progress  of 
studies,  and  discuss  appropriate  analysis  techniques. 

IV.  INCLUSION  OF  MINORITIES  AND  WOMEN 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populat ions  for  clinical  studies , a specific 
justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

V.  REVIEW  PROCEDURES 

Applications  will  be  received  by  the  NIH  Division  of  Research  Grants  and  will 
be  assigned  to  the  NIA.  Responsive  applications  will  be  assigned  to  a special 
NIA  review  group. 

VI.  METHOD  OF  APPLYING 

A letter  of  intent,  while  not  required,  is  requested  by  February  20,  1991. 

The  full  RFA  with  additional  information  about  research  questions  and  methods, 
eligibility  and  review  criteria,  and  detailed  application  procedures,  should 
be  requested  from  the  contact  person  listed  at  the  end  of  this  announcement. 
The  deadline  for  receipt  of  applications  is  April  10,  1991. 

VII.  STAFF  CONTACT 

A complete  copy  of  the  RFA  may  be  obtained  from  the  program  coordinator: 

Marcia  G.  Ory,  Ph.D. 

BSR/NIA/NIH 

Building  31,  Room  5C35 
Bethesda,  MD  20892 
Telephone:  (301)  496-3136 


ONGOING  PROGRAM  ANNOUNCEMENTS 


ACADEMIC  RESEARCH  ENHANCEMENT  AWARD 

PA:  PA-9 1-22 

P.T.  34;  K.W.  0710030,  1014006 
National  Institutes  of  Health 
Application  Receipt  Date:  June  21,  1991 

The  National  Institutes  of  Health  (NIH)  is  making  a special  effort  to 
stimulate  research  in  educational  institutions  that  provide  the  baccalaureate 
training  for  a significant  number  of  our  nation's  research  scientists  but  that 
historically  have  not  been  major  recipients  of  NIH  support.  Since  Fiscal  Year 
(FY)  1985,  Congressional  appropriations  for  the  NIH  have  included  funds  for 
this  initiative,  which  NIH  has  implemented  through  the  Academic  Research 
Enhancement  Award  ( AREA ) Program . 

This  award  is  designed  to  enhance  the  research  environment  of  educational 
institutions  that  have  not  been  traditional  recipients  of  NIH  research  funds . 
The  AREA  funds  are  intended  to  support  new  research  projects  or  expand  ongoing 
research  activities  proposed  by  faculty  members  of  these  institutions  in  areas 
related  to  the  health  sciences.  Because  it  is  anticipated  that  AREA  funds 
will  be  available  next  year,  the  NIH  is  inviting  grant  applications  for  the  FY 
1 992  competition  for  AREA  grants . 

Eligibility  requirements  of  the  AREA  Program  include  the  following: 

Applicant  Institutions 

o All  domestic  institutions  offering  baccalaureate  or  advanced 
degrees  in  the  sciences  related  to  health  are  eligible,  except 
those  that  have  received  an  NIH  Biomedical  Research  Support  Grant 
( BRSG ) of  $20 ,000  or  more  per  year  for  four  or  more  years  during 
the  period  from  FY  1984  through  FY  1990. 
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o 


Health  professional  schools  (e.g.,  schools  of  medicine,  dentistry, 
nursing,  osteopathy,  pharmacy,  veterinary  medicine,  public  health, 
allied  health,  and  optometry),  as  well  as  organizationally  discrete 
campuses  of  a university  system,  are  eligible  if  they  meet  the 
above  criterion. 

o Multiple  applications  proposing  different  research  projects  may  be 
submitted  by  an  applicant  institution. 

Applicant  Principal  Investigators 

o Must  not  have  active  research  grant  support  (including  an  AREA) 
from  either  NIH  or  the  Alcohol,  Drug  Abuse,  and  Mental  Health 
Administration  (ADAMHA)  at  the  applicant  institution  at  the  time  of 
award  of  an  AREA  grant. 

o May  not  submit  a regular  NIH  or  ADAMHA  research  grant  application 
for  essentially  the  same  project  as  a pending  AREA  application. 

o Are  expected  to  conduct  the  majority  of  their  research  at  their  own 
institution,  although  limited  access  to  special  facilities  or 
equipment  at  another  institution  is  permitted. 

o May  not  be  awarded  more  than  one  AREA  grant  at  a time  nor  be 
awarded  a second  AREA  grant  to  continue  the  research  initiated 
under  the  first  AREA  grant . 

Those  in  doubt  about  eligibility  should  consult  their  institution’s  Office  of 
Sponsored  Research,  or  the  Director,  Special  Programs  and  Initiatives 
(Building  31,  Room  5B44,  NIH,  Bethesda,  MD  20892,  telephone  301-496-1968). 

Funding  decisions  will  be  based  on  the  proposed  research  project’s  scientific 
merit  and  relevance  to  NIH  programs,  and  the  institution’s  contribution  to  the 
undergraduate  preparation  of  doctoral -level  health  professionals.  Among 
projects  of  essentially  equivalent  scientific  merit  and  program  relevance, 
preference  will  be  given  to  those  submitted  by  institutions  that  have  granted 
baccalaureate  degrees  to  25  or  more  individuals  who,  during  the  period 
1980-1990,  obtained  academic  or  professional  doctoral  degrees  in  the  health 
related  sciences. 

AREAs  are  awarded  on  a competitive  basis.  Applicants  may  request  support  for 
up  to  a total  of  $75,000  for  direct  costs  (plus  applicable  indirect  costs)  for 
a period  not  to  exceed  36  months  (maximum  request  $35,000  in  direct  costs  for 
a single  year).  Although  this  award  is  non-renewable,  it  will  enable 
qualified  individual  scientists  within  the  eligible  institutions  to  receive 
support  for  feasibility  studies,  pilot  studies,  and  other  small-scale  research 
projects  preparatory  to  seeking  more  substantial  funding  from  other  NIH 
research  grant  programs. 

Applications  for  this  award  will  be  accepted  under  the  application  submission 
procedures  of  the  Division  of  Research  Grants  (DRG)  of  NIH.  Grant 
applications  must  be  prepared  and  submitted  on  Form  PHS  398  (Rev.  10/88, 
Reprinted  9/89).  Applicants  must  obtain  the  abbreviated  format  and  simplified 
instructions  from  the  Office  of  Grants  Inquiries  (see  address  below).  These 
instructions  must  be  followed  in  preparing  an  application.  The  receipt  date 
is  June  21,  1991. 

Those  individuals  and  institutions  meeting  eligibility  requirements  and 
wishing  to  receive  further  information  and/or  application  materials  should 
write  to: 

AREA 

Office  of  Grants  Inquiries 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  449 
Bethesda,  MD  20892 
Telephone:  (301)  496-7441 


XXTHE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS:  5333  Westbard  Avenue 

Bethesda,  Maryland  20816 


NIH  LIBRARY 


496  00464  6777 
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NOTICES 


TYPE  SIZE  IN  PHS  398  APPLICATIONS 

P.T.  34;  K.W.  1014006 
Division  of  Research  Grants 

In  an  effort  to  clarify  the  current  guidelines  and  in  response  to  some 
excellent  suggestions,  we  have  modified  the  current  guidelines  regarding  the 
type  size  in  the  PHS  398  application  kit.  The  following  revised  guidelines 
replace  the  paragraph  under  Specific  Instructions  - Section,  (page  12,  PHS 
398,  Rev.  10/88).  They  are  effective  with  the  February  1,  1991  application 
receipt  deadline. 

11  It  is  also  essential  that  type  size  limitations  be  observed  throughout  the 
application,  or  the  application  will  be  returned  without  review.  For  the 
first  (face)  page,  the  type  density  must  be  10  characters  per  inch  (cpi). 

This  limit  is  to  assure  that  all  data  typed  on  this  page  can  be  captured  for 
computer  processing  without  truncation.  For  the  rest  of  the  application,  the 
type  must  be  standard  size,  which  is  10  to  12  points  (approximately  1/8  inch 
in  height  for  capital  letters).  If  constant  spacing  is  used,  there  should  be 
no  more  than  15  cpi,  whereas  proportional  spacing  should  provide  an  average  of 
15  cpi.  Finally,  there  must  be  no  more  than  six  lines  of  text  within  a 
vertical  inch.  Figures,  charts,  tables,  figure  legends,  and  footnotes  may  be 
smaller  in  size  but  must  be  clear  and  readily  legible.  Applications  not 
meeting  these  requirements  will  be  returned  without  review,  or  may  be  subject 
to  deferral." 

If  you  have  any  questions,  contact: 

The  Referral  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  248 
Bethesda,  MD  20892 
Telephone:  (301)  496-7447 


STUDY  OF  GRANT  APPLICATION  TEXTS  IN  ELECTRONIC  FORM 

P.T.  34;  K.W.  1014002,  1004008 
Division  of  Research  Grants 

The  Division  of  Research  Grants  (DR6),  as  part  of  its  ongoing  efforts  to 
improve  the  efficiency  of  its  review  and  data  management  functions,  is 
studying  the  feasibility  of  computer-assisted  indexing  of  grant  applications. 
To  conduct  this  special  study,  DRG  needs  a large  data  base,  in  electronic 
form,  of  the  textual  portions  of  applications.  The  application  sections  of 
interest  are  the  1)  Abstract,  2)  Specific  Aims,  3)  Background  and 
Significance , and  4 ) Literature  Cited  (Section  2-1). 

Therefore,  DRG  is  asking  investigators  who  already  have  submitted  a competing 
application  for  individual  research  grant  support  (R0 1 ) and  who  have  the 
textual  portions  of  their  applications  available  in  an  electronic  medium 
( i . e . , stored  in  a computer  or  on  a floppy  disk ) to  send  only  these  port  ions 
of  their  appl icat ions  to : 

Dr.  John  B.  Mathis 
Division  of  Research  Grants 
National  Inst itutes  of  Health 
Westwood  Building,  Room  2A-05 
Bethesda,  MD  20892 
Telephone:  (301)  402-1464 

The  application  sections  1 isted  above  should  be  copied  as  separate  files  to  a 
floppy  disk  (5  1/4"  or  3 1/2").  It  is  most  desirable  that  each  file  be 
converted  to  its  ASCII  ("DOS  File")  equivalent  before  copying.  If  this  is  not 
possible , please  indicate  on  the  disk  label  what  word  processing  program  was 
used  to  prepare  the  file . 

All  data  received  will  be  handled  as  privileged  communications  and  stored  in 
controlled-access  files  in  the  NIH  mainframe  computer.  No  applicant  names 
will  be  associated  with  any  computer-based  files  ( except  as  they  may  appear  in 
the  files  themselves ) . The  files  will  be  identified  and  retrieved  by  their 
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code  designations  only.  The  DRG  will  take  precautions  to  maintain  the 
confidentiality  of  the  information  submitted. 

Please  send  only  files  from  applications  that  have  been  submitted  between 
August  1,  1989  and  July  31,  1990.  Indicate  on  the  disk  label  1)  the 
application1 s title  and  2)  the  study  section  and  the  Institute,  Center  or 
Division  to  which  it  was  assigned. 

Note  that  this  request  for  application  information  is  entirely  independent  of 
the  current  review  and  award  processes  of  any  of  the  Institutes,  Centers  or 
Divisions  of  the  Public  Health  Service,  including  DRG.  Your  response  to  this 
announcement  should  be  considered  entirely  voluntary.  Information  received  as 
a result  of  this  announcement  will  not  affect  the  review  or  funding  of  any 
grant  application  in  any  way.  All  information  received  will  be  used  solely 
for  the  study  of  information  management  by  DRG.  All  disks  received  will  be 
returned  to  the  sender  if  a return  address  is  enclosed. 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS" 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration 
(FDA)  are  continuing  to  sponsor  a series  of  workshops  on  the  responsibilities 
of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are 
open  to  everyone  with  an  interest  in  research  involving  human  subjects.  The 
meetings  should  be  of  special  interest  to  those  persons  currently  serving  or 
about  to  begin  serving  as  a member  of  an  IRB . Issues  discussed  at  these 
workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The 
current  schedule  includes  the  following: 

I.  WEST  COAST  WORKSHOP 

DATES:  February  4-5,  1991 

WORKSHOP  SITE: 

Meridien  Hotel 

50  Third  Street 

San  Francisco,  CA  94103 

SPONSOR: 

University  of  California  at  San  Francisco 
Box  0400 

San  Francisco,  CA  94143 

REGISTRATION  CONTACT: 

Ms.  Phyllis  Colbert 
Workshop  Contact  Person 

University  of  California  at  San  Francisco 
Box  0400 

San  Francisco , CA  941 43 
Telephone:  (415)  476-1881 

TOPIC:  "The  Use  of  Human  Subjects  in  Research:  AIDS  as  a Model  of 

Complexity" 

II.  MIDEAST  WORKSHOP 

DATES:  March  4-5,  1991 

WORKSHOP  SITE: 

Friday  Center 

Laurel  Hill  Parkway 

Chapel  Hill,  NC  27599-1020 

SPONSORS: 

University  of  North  Carolina  at  Chapel  Hill 

300  Bynum  Hall 

Chapel  Hill,  NC  27599-4100 

Shaw  University 
118  E.  South  Street 
Raleigh,  NC  27611 
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REGISTRATION  CONTACT: 

Mr.  A1  Dawson 
Director 
Friday  Center 
Laurel  Hill  Parkway 
C.  B.  1020 

Chapel  Hill,  NC  27599-1020 
Telephone:  (919)  962-1106 

TOPIC:  "Interpreting  the  Federal  Code  for  the  Protection  of  Human  Subjects" 

III.  MIDWEST  WORKSHOP 

DATES:  April  11-12,  1991 

WORKSHOP  SITE: 

Ramada  Inn,  Lakeshore 
4900  South  Lake  Shore  Drive 
Chicago,  IL  60615 

SPONSORS: 

University  of  Chicago 
970  East  58th  Street 
Chicago,  IL  60637 

Chicago  State  University 
95th  Street  at  King  Drive 
Chicago,  IL  60628 

REGISTRATION  CONTACT: 

Mr.  Arnold  L.  Aronoff 
Associate  Director 

Faculty  and  Administrative  Services 

University  Research  Administration 

University  of  Chicago 

970  East  58th  Street 

Chicago,  IL  60637 

Telephone:  (312)  702-8669 

TOPIC:  "Cultural  Diversity,  Ethics,  and  Research:  A Workshop  on  Human 

Subject  Protection" 

NIH/FDA  have  planned  national  human  subject  protections  workshops  in  other 
parts  of  the  United  States.  For  further  information  regarding  these  workshops 
contact : 

Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockville  Pike 

Building  31 , Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NATIONAL  INSTITUTE  OF  ARTHRITIS  AND  MUSCULOSKELETAL  AND  SKIN  DISEASES  PROGRAM 

PROJECT  GUIDELINES 

P.T.  34;  K.W.  0715010,  0715185,  0705050,  1014006 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
(NIAMS)  announces  the  availability  of  revised  guidelines  for  program  project 
applications  that  are  assigned  to  NIAMS  by  the  Division  of  Research  Grants 
(DRG).  The  limitation  on  direct  costs  requested  will  remain  at  $5  million 
over  5 years.  These  guidelines  will  be  used  as  the  basis  for  the  review  of 
applications  received  as  of  June  1,  1991,  and  thereafter. 

The  following  individual  may  be  contacted  for  the  guidelines  and  for  specific 
questions  related  to  such  applications: 
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Dr.  Michael  Lockshin 
Director,  Extramural  Program 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

9000  Rockville  Pike 

Building  31,  Room  4C32 

Bethesda,  MD  20892 

Telephone:  (301)  496-0802 


ANNOUNCEMENT  OF  HHS  GRANTS  AND  CONTRACTS  TRAINING  COURSE 

P.T.  34;  K.W.  1014002,  1014006 
Public  Health  Service 

COURSE  TITLE;  Orientation  to  U.S.  Department  of  Health  and  Human  Services 
Grants  and  Contracts  Activities  for  Applicants  and  Recipients  of  Awards 

COURSE  DESCRIPTION:  This  two-day  course  has  been  designed  to  provide 
applicants  for  and  recipients  of  HHS  grants  and  contracts  with  a better 
understanding  of  the  procedures  that  are  to  be  followed  and  what  is  expected 
of  them  in  applying  for  and  in  the  accounting  and  stewardship  of  Federal 
funds.  The  first  day  of  the  course  concentrates  on  the  grants  process;  the 
second  day  is  devoted  to  contracting.  Students  will  be  provided  with  a broad 
overview  of  how  to  conduct  contract  and  grant  business  with  HHS  including: 
how  the  Department  is  organized,  how  the  HHS  contracts  and  grants  processes 
are  structured,  how  to  identify  grant  and  contract  funding  opportunities,  how 
to  submit  effective  applications  and  proposals  and  what  to  watch  out  for  once 
a contract  or  grant  has  been  awarded  by  HHS. 

TARGET  POPULATION:  Grant  and  contract  staff  of  organizations  that  are 
presently  doing  business  with  HHS  as  grantees  or  contractors,  and  those  that 
plan  to  submit  applications  for  grants  or  proposals  for  contracts.  The  course 
is  intended  for  new  staff  or  staff  inexperienced  with  HHS  grant  and  contract 
activities . 

DATES  AND  LOCATIONS 

April  2-3,  1991,  8:30  am  - 5:00  pm;  Rockville,  MD 

June  10-11,  1991;  8:30  am  - 5:00  pm;  Atlanta,  GA  (historically  black 
colleges  and  universities  only) 

August  19-20,  1991;  8:30  am  - 5:00  pm;  Boston,  MA 

COURSE  OUTLINE 

o Introduction  to  HHS  Assistance  (grants/cooperative  agreements)  and 
Acquisition  (contracts):  HHS  Mission  and  Organizational  Structure; 
Assistance  vs.  Acquisition  (The  Federal  Grant  and  Cooperative 
Agreement  Act);  HHS  Grant  and  Contract  Expenditures  and  Recipients; 
Introduction  to  Types  and  Purposes  of  HHS  Grants;  Roles  of  HHS 
Grants  and  Program  Management  Staffs. 

o Seeking  and  Applying  for  HHS  Grants/Cooperative  Agreements: 

Sources  of  Information;  Understanding  Program  Announcements;  The 
application  Package;  The  Complete,  Effective  Application; 

Competition  and  Objective  Review. 

o Negotiation  and  Award  Process  for  Grants/Cooperative  Agreements: 

Cost  Analysis  and  Pre-Award  Review;  Negotiating--  Clarifying  and 
Revising  Proposed  Activities;  Contents  of  a Grant  Award  Document; 

Funding  Outcomes;  General  and  Special  Conditions. 

o Grant/Cooperative  Agreement  Post-Award  Issues  and  Concerns: 

Monitoring;  Audit;  Appeals;  Progress  Reports;  Drawdowns;  Financial 
Status  Reports;  Grant  Budget  Control;  Cost  Principles  and 
Unallowable  Costs;  Purchasing;  Property  Management. 

o Seeking  HHS  Contracts:  Identifying  HHS  Contracting  Opportunities; 

The  Legal  Framework  of  HHS  Contracting;  Small  Business  Contracting 
Programs;  Roles  of  HHS  Contracting  and  Project  Staffs. 

o Responding  to  Contract  Solicitations:  Small  Purchases~$25 , 000  or 
less;  Purchases  Greater  Than  $25,000;  Preparing  the  Technical 
Proposal;  Preparing  the  Business  Proposal. 

o Proposal  Submittal,  Contract  Negotiation,  and  Award:  Proposal 
Submission  and  Evaluation;  Negotiation  and  Award. 
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o Contract  Administration:  Initial  Contract  Administration  Steps; 
Significant  Contract  Administration  Concerns. 

CLASS  SIZE:  Limited  to  25  participants  per  session  to  maximize  interaction. 

ATTENDANCE:  Those  accepted  will  be  expected  to  attend  the  entire  session, 

both  full  days  of  the  course. 

COST:  There  will  be  no  charge  for  this  course.  Travel  and  accommodations 

will  be  the  responsibility  of  participants.  Details  on  exact  location  of 
courses  and  suggested  accommodations  will  be  provided  to  those  persons 
selected . 

TO  APPLY:  On  employing  organization’s  letterhead,  submit  a letter  that 
provides  the  following  information: 

Name  of  applicant 

Employing  organization:  name,  address,  and  telephone  number 
Position  of  applicant 

Years  of  experience  in  grants,  contracts,  or  both 
Principal  area  of  interest  (grants,  contracts,  or  both) 

Reason  for  wanting  to  take  this  course  (100  words  or  less) 

Course  session  desired 

APPLICATION  DEADLINES 

Selection  will  be  made  on  a first-come,  first-served  basis.  Only  one  nominee 
will  be  selected  per  institution,  per  session,  unless  vacancies  occur. 

SEND  APPLICATION  TO 

Training  Coordinator 

Grants  Policy  Branch 

Division  of  Grants  and  Contracts 

Office  of  the  Assistant  Secretary  for  Health 

Parklawn  Building,  5600  Fishers  Lane,  Room  17A45 

Rockville,  MD  20857 

Applicants  will  be  notified  as  to  their  acceptance  or  nonacceptance  for  this 
course. 


SALARY  LIMITATION  ON  GRANTS  AND  CONTRACTS 

P.T.  34;  K.W.  1014006 
National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

The  purpose  of  this  notice  is  to  inform  grant  applicants  and  contract  offerors 
of  the  Congress ionally-mandated  salary  limitation  provision  for  the  second 
consecutive  year . 

Section  213  of  the  Appropriations  Act  of  the  Department  of  Health  and  Human 
Services  for  fiscal  year  ( FY ) 1991  (October  1,  1 990-September  30,  1991) 

(Public  Law  101-517)  restricts  the  amount  of  direct  salary  of  an  individual 
under  a grant  or  contract  award  issued  by  the  National  Institutes  of  Health 
(NIH)  and  the  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA) 
to  a RATE  of  $120,000  per  year.  This  requirement  is  the  same  as  it  was  for  FY 
1990.  (See  NIH  GUIDE  FOR  GRANTS  AND  CONTRACTS,  Vol . 19,  No.  3,  January  19, 
1990 . ) 

NIH  and  ADAMHA  will  apply  the  restriction  to  all  grant  and  contract  awards  and 
to  all  funding  amendments  to  existing  grants  and  contracts  made  during  FY  1991 
and  with  FY  1991  funds.  The  salary  limitation  applies  to  amounts  permitted  to 
be  INCLUDED  in  grant  and  contract  awards  as  well  as  amounts  allowed  to  be 
CHARGED  to  those  awards. 

However,  an  individual’s  institutional  salary,  per  se,  is  NOT  constrained  by 
this  legislative  provision. 

NIH  and  ADAMHA  grant  and  contract  awards  that  indicate  direct  salaries  of 
individuals  in  excess  of  a RATE  of  $120,000  per  year  will  include  an 
appropriate  notification,  such  as: 

According  to  the  Appropriations  Act,  ’’None  of  the  funds 
appropriated  in  this  title  for  the  National  Institutes  of  Health 
and  the  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  shall 
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be  used  to  pay  the  salary  of  an  individual,  through  a grant  or 
other  extramural  mechanism,  at  a rate  in  excess  of  $120,000  per 
year."  The  application/proposal  for  this  project  proposed  a salary 
at  a rate  greater  than  $120,000  per  year.  This  award  has  been 
reduced  accordingly. 

Grant  applications  and  contract  proposals  submitted  to  the  NIH  and  ADAMHA 
should  continue  to  request  funding  at  the  regular  rates  of  pay  of  all 
individuals  for  whom  reimbursement  is  requested.  NIH  and  ADAMHA  will  make 
downward  adjustments  of  direct  salary  amounts  in  excess  of  the  ceiling  rate 
and  fringe  benefits  based  upon  the  budget  approved  as  part  of  the  original 
award.  Corresponding  indirect  costs  will  also  be  adjusted. 

Following  is  an  EXAMPLE  of  this  process : 


Individual’s  institutional  base  salary  per  year  $150,000 

Research  effort  requested  on  grant  application 

or  contract  proposal  50% 

Direct  salary  requested  $ 75,000 

Fringe  benefits  requested  (25%  of  salary)  $ 18,750 

Applicant  organization's  indirect  costs  rate  47% 

Amount  requested  - salary  plus  fringe  benefits 

plus  associated  indirect  costs  $137,813 


If  a grant/contract  is  to  be  awarded,  the  amount  included 
in  the  award  for  the  above  individual  will  be  calculated 
as  follows: 

Direct  salary  - restricted  to  RATE  of  $120,000  times 


effort  (50%)  to  be  devoted  to  project  $ 60,000 
Fringe  benefits  (25%  of  allowable  salary)  15,000 
Subtotal  $ 75,000 
Associated  indirect  costs  at  47%  of  subtotal  35,250 
Total  amount  included  due  to  salary  limitation  $110,250 
Amount  of  reduction  due  to  salary  limitation 

($137,813  requested  minus  $110,250  awarded)  $ 27,563 


Grantee  and  contractor  organizations  are  reminded  of  these  important  points: 

o The  salary  limitation  provision  does  NOT  apply  to  payments  made  to 
consultants  under  an  NIH  or  ADAMHA  grant  or  contract  (however,  as 
with  all  costs,  such  payments  must  continue  to  meet  the  test  of 
reasonableness) . 

o The  salary  limitation  provision  DOES  apply  to  those 

suba wards/ subcontracts  for  substantive  work  under  an  NIH  or  ADAMHA 
grant  or  contract . 

o Unobligated  funds  from  a prior  grant/contract  period  "carried  over" 

INTO  a FY  1991  award  period  ARE  subject  to  the  salary  limitation 
provision . 

o In  a noncompeting  continuation  application  (type  5)  setting,  a 

grantee  organization  is  NOT  permitted  to  either  (1)  redistribute  an 
amount  of  "excess"  salary  among  other  budget  categories  nor  (2) 
increase  the  Principal  Investigator’s  effort  on  the  project,  in  an 
attempt  to  apply  for  the  full  level  of  funding  as  previously 
recommended  by  the  peer  review  process. 


PUBLIC  HEALTH  SERVICE  POLICY  RELATING  TO  DISTRIBUTION  OF  UNIQUE  RESEARCH 

RESOURCES  PRODUCED  WITH  PHS  FUNDING 

P.T.  36;  K.W.  0780010 
Public  Health  Service 

This  announcement  is  a revision  of  the  one  last  appearing  in  the  NIH  Guide  for 
Grants  and  Contracts  on  September  16,  1988,  Vol . 17,  No.  29,  pages  1 and  2. 
This  revised  notice  contains  a number  of  changes  in  policy  that  the  agencies 
of  the  Public  Health  Service  (PHS)  have  determined  should  be  implemented. 

Investigators  conducting  biomedical  research  frequently  develop  unique 
research  resources.  Categories  of  these  resources  include:  synthetic 
compounds,  organisms,  cell  lines,  viruses,  cell  products,  cloned  DNA,  as  well 
as  DNA  sequences,  mapping  information,  crystallographic  coordinates,  and 
spectroscopic  data.  Some  specific  examples  are:  specialized  and/or 
genetically  defined  cell  lines,  including  normal  and  diseased  human  cells; 
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monoclonal  antibodies;  hybridoma  cell  lines;  microbial  cells  and  products; 
viruses  and  viral  products;  recombinant  nucleic  acid  molecules;  DNA  probes; 
nucleic  acid  and  protein  sequences;  certain  types  of  animals  such  as 
transgenic  mice;  and  intellectual  property  such  as  computer  programs.  The  PHS 
provides  the  following  statement  of  policy  concerning  unique  research 
resources  developed  through  PHS  awards. 

A.  Policy  on  Distribution  of  Research  Resources. 

The  policy  of  the  PHS  is  to  make  available  to  the  public  the  results  and 
accomplishments  of  the  activities  that  it  funds.  Restricted  availability  of 
unique  resources  upon  which  further  studies  are  dependent  can  impede  the 
advancement  of  research  and  the  delivery  of  medical  care.  Therefore,  when 
these  resources  are  developed  with  PHS  funds  and  the  associated  research 
findings  have  been  published  or  after  they  have  been  provided  to  the  agencies 
under  contract,  it  is  important  that  they  be  made  readily  available  for 
research  purposes  to  qualified  individuals  within  the  scientific  community. 
This  policy  applies  to  PHS  intramural  investigators  as  well  as  extramural 
scientists  funded  by  PHS  grants,  cooperative  agreements,  and  contracts. 

Because  of  concern  that  some  crystallographers  are  not  making  their 
coordinates  available  promptly  (see  Science,  Vol . 245,  p.  1179),  one  of  the 
national  advisory  councils  of  the  NIH  and  the  executive  committee  of  another 
institute  recently  adopted  resolutions  affirming  the  policy  of  the 
International  Union  of  Crystallographers  (lUCr)  (Acta  Cryst . , A45 : 658, 

1989).  The  PHS  has  now  adopted  the  IUCr  policy  that  includes  data  from 
publications  based  on  spectroscopic  data  such  as  nuclear  magnetic  resonance  as 
well  as  crystallographic  coordinates. 

The  PHS  encourages  investigators  who  have  such  resources  to  consult  the 
appropriate  Program  Administrators  who  may  be  of  assistance  in  determining  a 
suitable  distribution  mechanism.  Such  a mechanism  should  take  into 
consideration  all  applicable  Federal  regulations  including,  but  not  limited 
to:  those  regarding  human  subjects,  animal  welfare,  and  use  and  handling  of 

hazardous  materials,  where  applicable.  Investigators  requesting  materials 
should  provide  evidence  of  having  the  proper  training,  experience,  and 
facilities  to  make  use  of  the  items  they  request.  Program  staff  of  the 
agencies  will  be  available  to  assist  in  verification  of  credentials  of 
requesters  where  such  concern  exists  on  the  part  of  suppliers. 

Investigators  who  believe  that  they  will  be  unable  to  implement  this  policy 
should  promptly  contact  the  appropriate  PHS  Program  Administrator  to  discuss 
the  circumstances,  obtain  information  that  might  facilitate  compliance  with 
the  policy,  and  reach  an  understanding  in  advance  of  the  subsequent  award. 

For  research  and  development  contracts,  approval  should  be  obtained  from  the 
PHS  Contracting  Officer  before  distribution  of  unique  resources,  unless  the 
terms  of  the  contract  permit  distribution  without  prior  clearance  of  the 
Contracting  Officer.  In  order  to  facilitate  the  availability  of  unique  or 
novel  biological  materials  and  resources  developed  with  PHS  funds, 
investigators  may  distribute  the  materials  through  their  own  laboratory  or 
institution  or  submit  them,  if  appropriate,  to  entities  such  as  the  American 
Type  Culture  Collection  or  other  repositories.  In  the  case  of  unique 
biological  information,  such  as  DNA  sequences  or  crystallographic  coordinates, 
investigators  are  expected  to  submit  them  to  the  appropriate  data  banks 
because  they  otherwise  are  not  truly  accessible  to  the  scientific  community. 
When  distributing  unique  resources,  investigators  are  to  include  pertinent 
information  on  the  nature,  quality,  or  characterization  of  the  materials. 

Investigators  must  exercise  great  care  to  ensure  that  resources  involving 
human  cells  or  tissues  do  not  identify  original  donors  or  subjects,  directly 
or  through  identifiers,  such  as  codes  linked  to  the  donors  or  subjects. 

The  goals  of  some  programs,  e . g . , the  Human  Genome  Program,  are  such  that 
applicants  for  certain  projects  may  be  required  to  provide  plans  for  the 
sharing  of  data  and  materials.  These  plans  will  undergo  review  by  program 
staff  and  the  national  advisory  council  prior  to  award. 

B.  Distribution  Costs 

Institutions  and  investigators  may  charge  the  requester,  if  necessary,  for  the 
reasonable  cost  of  production  of  unique  biological  materials,  and  for 
packaging  and  shipping.  Such  costs  may  include  labor,  supplies,  and  other 
directly  related  expenses.  Investigators  should  note,  however,  that  such  a 
charge  accrues  as  general  program  income.  This  should  not  be  an  impediment  to 
the  distribut ion  of  materials , but  investigators  and  institutions  are  advised 
that : 
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a)  for  grants,  the  income  is  governed  by  45  CFR  Part  74  and  it  must  be 
reported  on  the  Financial  Status  Report.  Questions  regarding  these 
policies  and  the  treatment  of  income  should  be  directed  to  the 
Grants  Management  Officer. 

b)  for  contracts,  the  income  is  governed  by  Federal  Acquisition 
Regulations  (FAR)  45.610-3.  Contracting  Officers  must  be  contacted 
before  generating  any  revenues  from  the  distribution  of  materials. 

Any  contract  under  which  research  resources  would  be  sold  require 
specific  contract  instructions.  Existing  contracts  may  require  an 
amendment  and  specific  approval  of  the  Contracting  Officer  to 
render  them  allowable. 

C.  Inventions  and  Commercialization 

Federal  policy  encourages  the  commercialization  of  the  products  of  research 
developed  as  a consequence  of  Federal  funding;  therefore,  the  intent  of  this 
policy  is  to  not  discourage,  impede,  or  prohibit  the  organization  that 
develops  unique  research  resources  or  intellectual  property  from 
commercializing  the  products.  Investigators  may  make  their  materials 
available  to  others  for  commercial  purposes  with  appropriate  restrictions  and 
licensing  terms  as  they  and  their  institution  deem  necessary. 

Institutions  are  reminded  that  some  of  these  products  may  be  inventions 
subject  to  the  various  laws  and  regulations  applicable  to  patents  and  must  be 
reported  to  the  Extramural  Inventions  Reports  Office  of  the  NIH.  The  terms 
for  licensing  of  unpatented  research  products,  such  as  cell  lines,  monoclonal 
antibodies,  and  other  materials  and  products,  should  generally  be  no  more 
restrictive  than  would  have  been  the  case  had  they  been  patented  — for 
example,  only  if  there  is  full  public  disclosure  of  the  invention/discovery, 
availability  through  a repository,  and  written  agreement  to  end  all  fees  and 
constraints  after  17  years.  When  reporting  is  required,  it  should  occur  at 
the  earliest  possible  time.  (See  37  CFR  401  and  NIH  Guide  for  Grants  and 
Contracts,  Vol . 19,  No.  6,  February  9,  1990,  page  2). 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


EVALUATION  OF  VACCINE  PROPHYLAXIS  AGAINST  INFECTIOUS  DISEASES  IN  CHILDREN 

RFP  AVAILABLE:  NIH-NIAID-DMID-9 1 -33 

P.T.  34;  K.W.  0740075,  0715125,  0770005 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Respiratory  Diseases  Branch,  Division  of  Microbiology  and  Infectious 
Diseases,  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID), 
requires  a dedicated  Pediatric  Vaccine  Prophylaxis  against  Infectious  Diseases 
in  Children.  The  Institute  has  supported  efforts  to  evaluate  control  measures 
for  infectious  diseases  during  the  past  decade  and  supports  Vaccine  and 
Treatment  Evaluation  Units  (VTEUs)  to  facilitate  these  efforts.  These  VTEUs 
have  undertaken  Phase  I and  Phase  II  clinical  trials  of  bacterial  and  viral 
vaccines,  other  biologicals,  and  drugs  as  preventative  and  therapeutic 
measures  against  infectious  diseases  in  people  of  all  ages.  With  the 
accelerated  development  of  new  vaccines,  particularly  bacterial  vaccines, 
against  infectious  diseases  in  children,  the  Institute  wants  to  support  a 
dedicated  Pediatric  Vaccine  Evaluation  Unit  (PVEU).  The  major  emphasis  of  the 
PVEU  will  be  Phase  I and  Phase  II  evaluation  of  candidate  bacterial  vaccines 
in  infants  and  children.  The  Contractor  must  have  demonstrated  experience  in 
the  clinical  evaluation  of  vaccines  and  have  demonstrated  capacity  to  organize 
and  administer  a clinical  study. 

This  NIAID-sponsored  project  will  take  approximately  five  (5)  years  to 
complete.  A Cost  Reimbursement  Level  of  Effort  contract  is  anticipated  and 
one  award  will  be  made.  This  is  an  announcement  for  an  anticipated  Request 
for  Proposals  (RFP).  RFP-NIH-NIAID-DMID-9 1 -33  shall  be  issued  on  or  about 
February  4,  1991,  with  a closing  date  tentatively  set  for  March  29,  1991. 

Requests  for  the  RFP  must  be  directed  in  writing  to: 

Paul  D.  McFarlane 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases,  NIH 
Control  Data  Building,  Room  326P 
6003  Executive  Boulevard 
Rockville,  MD  20852 
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To  receive  a copy  of  the  RFP , please  supply  this  office  with  two 
self-addressed  mailing  labels.  All  responsible  sources  may  submit  a proposal 
that  will  be  considered.  All  requests  must  be  in  writing.  This  advertisement 
does  not  commit  the  Government  to  award  a contract . 


EVALUATION  OF  CONTROL  MEASURES  AGAINST  INFECTIOUS  DISEASES  OTHER  THAN  AIDS 

RFP  AVAILABLE:  NIH-NIAID-DMID-92- 1 
P.T.  34;  K.W.  0795003,  0715125 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Enteric  Diseases  Branch,  Division  of  Microbiology  and  Infectious  Diseases, 
National  Institute  of  Allergy  and  Infectious  Diseases,  has  a requirement  for  a 
Vaccine  and  Treatment  Evaluation  Unit  (VTEU).  This  VTEU  will  conduct  Phase  I 
and  Phase  II  Clinical  Trials  to  evaluate  candidate  vaccines  and  other 
prophylactic/therapeutic  measures  for  infectious  diseases  other  than  AIDS.  A 
VTEU  provides  volunteer  populations,  staff,  facilities,  and  expertise  to  carry 
out  such  work  that  includes  follow-up  and  focused  surveillance.  A variety  of 
vaccine  types  (live,  attenuated,  inactivated,  subunit,  conjugated)  for 
prevention  of  viral  and  bacterial  illnesses  are  expected. 

This  announcement  is  for  recompetition  of  contract  No.  N0 1 -AI-72529  currently 
held  by  the  Baylor  College  of  Medicine.  The  issuance  of  the  Request  for 
Proposals  (RFP)  will  be  on  or  about  February  6,  1991,  and  proposals  will  be 
due  by  the  close  of  business  on  April  3,  1991.  One  (1)  award  is  anticipated, 
and  it  is  expected  that  the  resultant  contract  will  be  funded  over  a period  of 
five  years.  Any  responsible  offeror  may  submit  a proposal  that  will  be 
considered  by  the  Government. 

To  receive  a copy  of  RFP-NIH-NIAID-DMID-92- 1 , please  supply  this  office  with  a 
written  request,  citing  the  RFP  number  together  with  two  self-addressed 
mailing  labels  addressed  to: 

Mr.  Thomas  C.  Porter 
Contracting  Officer 

National  Institute  of  Allergy  and  Infectious  diseases 

Contract  Management  Branch 

Control  Data  Building,  Room  326P 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

This  advertisement  does  not  commit  the  Government  to  make  an  award. 


MATERNAL  IMMUNIZATION  FOR  THE  PREVENTION  OF  INFECTIOUS  DISEASES  IN  NEONATES 

AND  INFANTS 

RFP  AVAILABLE:  NIH-NIAID-DMID-9 1 -32 

P.T.  34;  K.W.  0740075,  0775020,  0745027,  0715125,  0403020 
National  Institute  of  Allergy  and  Infectious  Diseases 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  has  a 
requirement  to  evaluate  maternal  immunization  for  prophylaxis  against 
infectious  diseases  in  neonates  and  infants. 

This  NIAID-sponsored  project  will  take  approximately  five  (5)  years  to 
complete.  A cost-reimbursement  contract  is  anticipated.  It  is  anticipated 
that  one  to  two  awards  will  be  made. 

This  is  an  announcement  for  an  anticipated  Request  for  Proposal  (RFP). 
RFP-NIH-DMID-9 1 -32  shall  be  issued  on  or  about  February  1,  1991,  with  a 
closing  date  tentatively  set  for  April  1,  1991. 

Requests  for  the  RFP  shall  be  directed  in  writing  to: 

John  M.  O’Brien 
Contract  Management  Branch 
6003  Executive  Boulevard 
Control  Data  Building,  Room  326P 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institutes  of  Health 
Bethesda,  MD  20892 
Telephone:  (301)  496-0195 
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To  receive  a copy  of  this  RFP,  please  supply  this  office  with  two  (2) 
self-addressed  labels.  All  responsible  sources  may  submit  a proposal  that 
will  be  considered. 

This  advertisement  does  not  commit  the  Government  to  award. 


DEVELOPMENT  OF  MODELS  FOR  PEDIATRIC  AIDS 

RFA  AVAILABLE:  AI-91-04 

P.T.  34;  K.W.  0715008,  0755020,  0770005 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  March  11,  1991 
Application  Receipt  Date:  April  22,  1991 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  is  playing  a 
central  role  in  the  investigation  of  methods  to  treat  the  Acquired 
Immunodeficiency  Syndrome  (AIDS).  The  disease  that  occurs  in  the  pediatric 
population  infected  with  the  human  immunodeficiency  virus  (HIV)  is  different 
from  that  occuring  in  adults.  Animal  models  of  fetal  and  neonatal  infection 
with  lentiviruses  related  to  HIV  are  needed  to  study  aspects  of  HIV  infection 
and  therapeutic  approaches  unique  to  the  pediatric  population. 

OBJECTIVES  AND  SCOPE 

NIAID  invites  applications  for  individual  research  project  (R01 ) grants  to 
develop  animal  models  and  in  vitro  models  for  pediatric  HIV  infection  and 
disease.  Research  considered  responsive  to  this  Request  for  Applications 
(RFA)  will  develop  and  use  (i)  an  in  vitro  model  of  infection  of  placenta  with 
HIV  suitable  for  examining  the  regulation  and  pathogenesis  of  HIV  and  for 
identifying  unique  targets  for  new  therapies;  and/or  (ii)  an  animal  model  of 
transmission  of  virus,  studying  transplacental  transport  of  virus  or  infected 
cells,  the  mechanisms  of  infection  and  targets  for  therapies;  and/or  (iii)  an 
animal  model  of  lentivirus  infection  of  fetal  or  neonatal  animals  for  studying 
the  pathogenesis  of  the  virus,  development  of  disease,  and  the  action  of 
therapies;  and/or  (iv)  an  animal  model,  using  a lentivirus  or  relevant 
retrovirus,  to  define  the  viral  and/or  cellular  factors  that  effect 
transplacental  infection  and  that  represent  potential  targets  for  new 
therapies.  Investigators  should  plan  to  apply  the  models  described  above  to 
the  design  and  evaluation  of  anti-HIV  therapies  to  prevent  or  interrupt  the 
transmission  of  HIV  from  mother  to  offspring.  In  addition,  use  of  HIV  or  a 
lentivirus  such  as  the  simian  immunodeficiency  virus  is  preferred.  Use  of 
other  retroviruses  may  be  considered  responsive  IF  there  is  evidence  presented 
that  it  models  HIV  disease  closely.  Research  plans  to  (i)  solely  evaluate 
various  compounds  for  their  ability  to  cross  the  placenta  in  an  animal  model, 
(ii)  evaluate  vaccine-related  therapies  or  immune  responses,  (iii)  develop  or 
use  models  using  MuLV  retroviruses,  or  (iv)  develop  or  use  transgenic  models 
or  models  in  which  virus  is  injected  directly  into  the  fetus  as  a model  of 
transmission  are  not  considered  responsive  to  this  announcement. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  R01  grant  mechanism.  The  NIAID  has  allocated  $1,000,000 
(total  costs)  for  the  initial  year  of  funding  applications  received  in 
response  to  this  RFA.  It  is  anticipated  that  three  to  five  applications  will 
be  funded.  The  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  the 
continuing  availability  of  funds  for  this  purpose  and  upon  receipt  of  a 
sufficient  number  of  applications  of  high  scientific  merit. 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competing 
continuation  applications  will  compete  with  all  investigator-initiated 
applications  and  be  reviewed  by  a Division  of  Research  Grants  study  section. 
However , if  the  NIAID  determines  that  there  is  a sufficient  continuing  program 
need,  the  NIAID  may  announce  a request  for  renewal  applicat ions . 

APPLICATION  SUBMISSION 

Eligibility : Any  domestic  or  foreign  institution,  university,  medical 

college , hospital , and  laboratory  or  other  public,  private,  or  for-profit 
institution  is  eligible . 

Letter  of  Intent : Prospective  applicants  are  asked  to  submit  by  March  11, 

1991,  a letter  of  intent  that  includes  a descriptive  title  and  a description 
(not  to  exceed  one  page)  of  the  proposed  research . 
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Submission:  The  regular  research  grant  application  form  PHS-398  (rev.  10/88) 

must  be  used  in  applying.  To  identify  responses  to  this  announcement,  check 
"yes"  and  type  the  RFA  number  and  title  [RFA  AI-91-04,  DEVELOPMENT  OF  MODELS 
FOR  PEDIATRIC  AIDS]  in  item  2 on  page  1 of  the  grant  application.  The  RFA 
label  provided  with  the  instructions  must  be  affixed  to  the  bottom  of  the  face 
page.  Failure  to  use  this  label  could  result  in  delayed  processing  of  your 
application  such  that  it  may  not  reach  the  review  committee  in  time  for 
review . 

The  completed  original  application  and  twenty  three  (23)  copies  must  be  mailed 
to  : 

Division  of  Research  Grants 
National  Institute  of  Health 
Westwood  Building,  Room  240 
Bethesda , MD  20892** 

Applications  must  be  received  by  April  22,  1991.  Awards  will  be  based  on 
scientific  merit  and  the  uniqueness  of  the  proposed  project.  Funding  around 
September  30,  1991,  is  anticipated. 

INQUIRIES 

A more  detailed  RFA  may  be  obtained  from: 

Polly  R.  Sager,  Ph.D 

Developmental  Therapeutics  Branch 

Division  of  AIDS,  NIAID , NIH 

6003  Executive  Boulevard,  Room  244P 

Bethesda,  MD  20892 

Telephone:  (301)  496-0636 

FAX:  (301 ) 480-5703 


DEVELOPMENT  OF  MODELS  FOR  PLACENTAL  AND  PEDIATRIC  METABOLISM,  TOXICITY,  AND 

TRANSPORT  OF  anti-HIV  DRUGS 

RFA  AVAILABLE:  AI-91-05 

P.T.  34;  K . W . 0785170,  0715008,  0740012,  1007009,  0755025 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  March  11,  1991 
Application  Receipt  Date:  April  22,  1991 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  is  playing  a 
central  role  in  the  investigation  of  methods  to  treat  the  Acquired 
Immunodeficiency  Syndrome  (AIDS).  Children  born  to  HIV-positive  mothers  and 
HIV-infected  women  are  now  the  fastest  growing  populations  of  AIDS  patients. 
Traditionally,  new  therapies  were  available  to  children  and  pregnant  women 
only  after  extensive  clinical  experience  in  other  adult  populations.  Because 
of  the  magnitude  and  severity  of  the  AIDS  epidemic,  therapies  are  now  being 
tested  in  children  and  pregnant  women  early  in  clinical  development.  Animal 
and  in  vitro  models  are  needed  to  assess  the  metabolism  and  transport  of  AIDS 
therapies  in  the  placenta,  fetus,  and  neonate.  In  addition,  the  mechanisms  of 
toxicity  of  therapeutics  to  the  placenta,  fetus,  and  neonate  must  be  examined. 
This  information  is  critical  to  facilitate  the  design  of  clinical  evaluations 
in  HIV-positive  pregnant  women  and  their  children. 

OBJECTIVES  AND  SCOPE 

NIAID  invites  applications  for  individual  research  project  (R01 ) grants  to 
develop  and  use:  (i)  in  vitro  models  to  assess  the  metabolism,  transport,  and 

mechanisms  of  toxicity  of  anti-AIDS  therapies  in  the  placenta;  (ii)  animal 
models  to  assess  the  transplacental  transport  of  AIDS  therapies  and  to 
determine  pharmacokinetics  parameters  to  serve  as  the  basis  for  clinical 
trials  in  humans;  (iii)  animal  models  to  assess  the  metabolism  and 
distribution  of  AIDS  therapies  in  the  fetus  and  neonatal  animals  to  serve  as 
the  basis  for  clinical  trials  in  humans;  (iv)  animal  models  to  assess 
mechanisms  of  toxicity  relevant  to  use  of  drugs  in  pregnant  women  and  very 
young  infants.  The  emphasis  should  be  on  issues  of  pharmacology  and  toxicity 
that  are  specific  to  the  use  of  AIDS  therapies  in  pregnant  women  and  children 
born  to  HIV-positive  women.  Animal  models  should  be  those  where  placental 
function  or  structure  or  developmental  patterns  most  closely  model  humans. 

The  Developmental  Therapeutics  Branch  of  the  Division  of  AIDS  will  assist  in 
identifying  and  providing  therapeutic  agents  to  be  studied  and,  where 
possible,  analytical  methods  for  detection  of  drugs.  Research  plans  to 
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evaluate  standard  teratology,  reproductive  toxicology,  or  pharmacokinetics  in 
rodents  are  not  considered  responsive  to  this  announcement. 

MECHANISM  OF  SUPPORT 

This  Request  for  Applications  (RFA)  will  use  the  R01  grant  mechanism.  The 
NIAIB  has  allocated  $1,000,000  (total  costs)  for  the  initial  year  of  funding 
applications  received  in  response  to  this  RFA.  It  is  anticipated  that  three 
to  five  applications  will  be  funded.  The  award  of  grants  pursuant  to  this  RFA 
is  contingent  upon  the  continuing  availability  of  funds  for  this  purpose  and 
upon  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competing 
continuation  applications  will  compete  with  all  investigator-initiated 
applications  and  be  reviewed  by  a DRG  study  section.  However,  should  the 
NIAID  determine  that  there  is  a sufficient  continuing  program  need,  the  NIAID 
may  announce  a request  for  renewal  applications. 

APPLICATION  SUBMISSION 

Eligibility:  Any  domestic  or  foreign  institution,  university,  medical 

college,  hospital,  and  laboratory  or  other  public,  private  or  for-profit 
institution  is  eligible. 

Letter  of  Intent:  Prospective  applicants  are  asked  to  submit,  by  March  11, 
1991,  a letter  of  intent  that  includes  a descriptive  title  and  a description 
(not  to  exceed  one  page)  of  the  proposed  research. 

Submission:  The  research  grant  application  form  PHS-398  (rev.  10/88)  must  be 

used  in  applying.  To  identify  responses  to  this  announcement,  check  "yes"  and 
type  the  RFA  number  and  title  [RFA  AI-91-05,  DEVELOPMENT  OF  MODELS  FOR 
PLACENTAL  AND  PEDIATRIC  METABOLISM,  TOXICITY,  AND  TRANSPORT  OF  anti-HIV  DRUGS 
in  item  2 on  page  1 of  the  grant  application.  The  RFA  label  provided  with  the 
instructions  must  be  affixed  to  the  bottom  of  the  face  page.  Failure  to  use 
this  label  could  result  in  delayed  processing  of  your  application  such  that  it 
may  not  reach  the  review  committee  in  time  for  review. 

The  completed  original  application  and  twenty  three  (23)  copies  must  be  mailed 
to : 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892&* 

Applications  must  be  received  by  April  22,  1991.  Awards  will  be  based  on 
scientific  merit  and  the  uniqueness  of  the  proposed  project.  Funding  around 
September  30,  1991,  is  anticipated. 

INQUIRIES 

A more  detailed  RFA  may  be  obtained  from: 

Polly  R.  Sager,  Ph . D 
Developmental  Therapeutics  Branch 
Division  of  AIDS,  NIAID,  NIH 
6003  Executive  Boulevard 
Bethesda,  MD  20892 
Telephone:  (301)  496-0636 

FAX:  (301  ) 480-5703 

The  full  RFA  is  also  available  in  the  electronic  version  of  the  NIH  Guide  for 
Grants  and  Contracts,  the  E-Guide. 


HIV  IN  MOTHERS  AND  INFANTS:  IMMUNITY  AND  EARLY  DIAGNOSIS 

RFA  AVAILABLE:  AI-91-06 

P.T.  34;  K.W.  0715008,  0775020,  0403020,  0710070 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  March  15,  1991 
Application  Receipt  Date:  May  7,  1991 
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PURPOSE:  Transmission  of  the  acquired  immunodeficiency  symdrome  (AIDS)  virus 

to  infants  occurs  in  about  20-35  percent  of  children  born  of  human 
immunodeficiency  virus-1  (HIV-1)  infected  mothers.  Recent  studies  suggest 
that  protective  immunity  may  exist  in  some  mothers  that  can  interrupt  viral 
transmission  to  the  infant.  In  addition,  preliminary  data  suggest  that  there 
may  be  cell-mediated  immunity  against  HIV  in  infants  of  infected  mothers. 

There  is  a pressing  need  to  determine  if  an  immune  response  on  the  part  of 
either  mother  or  infant  can  protect  the  infant  from  intrauterine  or  perinatal 
infection  and/or  predict  which  babies  are  infected . 

RESEARCH  OBJECTIVES:  Applications  are  invited  that  seek  to  develop  innovative 
techniques  for  diagnosis  prior  to  eight  weeks  of  age  and/or  to  determine  the 
factors  that  influence  perinatal  transmission  in  order  to  design  potential 
vaccines  and  immune-based  therapy  of  infected  mothers  and/or  their  infants . 
Approaches  to  this  question  may  include , but  are  not  limited  to , the 
following : 

o Identify  in  pregnant  women  the  correlates  of  immunity  that  appear 
to  be  protective  for  their  infants , particularly  in  relationship  to 
the  quantity  and  quality  of  virus  infecting  the  mother , including 
humoral  and  cell-mediated  immune  responses. 

o Compare  immune  reactions  to  HIV-1  of  infected  and  uninfected 
infants  (less  than  eight  weeks  of  age ) born  of  HIV-infected 
mothers,  including,  but  not  limited  to,  humoral  immunity, 
cell-mediated  immunity,  and  identification  and  assessment  of 
maternally  derived  cells  in  infants. 

o Develop  and  evaluate  novel  methods  for  early  diagnosis  during 
gestation  and  in  infants  less  than  eight  weeks  of  age  by  means 
including,  but  not  limited  to , reliable  and  practical  immunologic , 
virologic , and  molecular-biologic  techniques , safe  and  reliable 
methods  for  prenatal  diagnosis  of  HIV  infection,  and  evaluation  of 
the  timing  and  frequency  of  HIV  transmission  from  mother  to 
offspring  during  gestation  and  the  intrapartum  period. 

Collaboration  between  scientists  and/or  institutions  is  encouraged  but  not 
required  for  response  to  this  announcement . Access  to  a patient  population 
and , if  appropriate , a pre-existing  sample  collection  that  is  sufficient  to 
allow  evaluation  of  hypotheses  must  be  demonstrated . The  use  of  funds  from 
these  grants  to  support  the  actual  conduct  of  clinical  trials  will  be  judged 
nonresponsive , but  plans  for  immunologic  and  virologic  assessment  of  samples 
from  women  and  infants  enrolled  in  epidemiology  or  therapy  trials  that  are 
supported  by  other  funds  are  encouraged . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

The  following  is  a brief  statement  of  the  NIH  and  ADAMHA  policy  regarding  the 
inclusion  of  women  and  minorities  in  study  populations . Applications  that  are 
responsive  to  this  RFA  will , by  definition,  meet  the  requirement  for  inclusion 
of  women . The  inclusion  of  minorities  must  be  addressed  in  application 
submitted  responding  to  this  RFA. 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations . If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  must  be  provided . Applications  without  such  documentation  will 
not  be  accepted  for  review . 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  ROT  mechanism.  The  NIAID  has  allocated  $3,000,000 
(total  costs ) for  the  initial  year  of  funding  applicat ions  received  in 
response  to  this  RFA,  with  the  relative  level  of  support  between  epidemiologic 
and  immunologic  studies  to  be  determined  by  Program  Staff . The  number  of 
awards  to  be  made  is  dependent  upon  receipt  of  a sufficient  number  of 
applications  of  high  scientific  merit  and  upon  the  availability  of  funds.  The 
earliest  possible  award  date  is  September  27,  1991.  If  NIAID  determines  that 
there  is  a sufficient  continuing  program  need,  this  RFA  will  be  reissued. 

APPLICATION  SUBMISSION 

Eligibility:  Any  domestic  or  foreign  institution,  university,  medical 

college,  hospital,  laboratory  or  other  public,  private  or  for-profit 
institution  is  eligible. 
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Letter  of  Intent:  Prospective  applicants  are  asked  to  submit,  by  March  15, 
1991,  a letter  of  intent  that  includes  a descriptive  title  and  a description 
(not  to  exceed  one  page)  of  the  proposed  research.  Since  applications  that  do 
not  address  areas  of  program  relevance  will  be  considered  nonresponsive , 
potential  applicants  are  strongly  encouraged  to  discuss  their  research  plans 
with  program  staff  before  completing  their  applications. 

Submission:  The  regular  research  grant  application  form  PHS-398  (rev.  10/88) 

must  be  used  in  applying.  These  forms  are  available  at  most  institutional 
business  offices  and  from  the  Division  of  Research  Grants,  NIH,  9000  Rockville 
Pike,  Westwood  Building,  Room  449,  Bethesda,  Maryland  20892.  To  identify 
responses  to  this  announcement,  check  "yes"  and  put  "HIV  IN  MOTHERS  AND 
INFANTS:  IMMUNITY  AND  EARLY  DIAGNOSIS  (RFA  AI-91-06)"  under  item  2 on  page  1 

of  the  grant  application.  The  RFA  label  provided  with  the  instructions  must 
be  affixed  to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could 
result  in  delayed  processing  of  your  application  so  that  it  may  not  reach  the 
review  committee  in  time  for  review. 

The  completed  original  application  and  twenty  three  (23)  copies  must  be  mailed 
to  : 


Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 


INQUIRIES:  A more  detailed  RFA  may  be  obtained  from; 


Patricia  E.  Fast,  M.D.,  Ph.D.  OR 
Vaccine  R.  and  D.  Branch 
Division  of  AIDS,  NIAID , NIH 
6003  Executive  Blvd.,  Rm . 203E 
Bethesda,  MD  20892 
Telephone:  (301)  496-8200 


Rodney  Hoff,  M.D. , M.P.H. 
Epidemiology  Branch 
DAIDS . NIAID,  NIH 
6003  Executive  Blvd.,  Rm . 241P 
Bethesda,  MD  20892 
Telephone:  (301)  496-6177 


ANIMAL  MODELS  FOR  SUDDEN  INFANT  DEATH  SYNDROME 

RFA  AVAILABLE:  HD-91 -05 
P.T.  34;  K.W.  0755020,  0715205 

National  Institute  of  Child  Health  and  Human  Development 

Application  Receipt  Date:  May  15,  1991 

PURPOSE 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  is 
interested  in  expanding  the  scope  of  research  conducted  into  the  causes  and 
pathologic  mechanisms  of  Sudden  Infant  Death  Syndrome  (SIDS).  In  this 
solicitation,  the  NICHD  invites  applications  for  studies  using  fetal  and/or 
young  developing  animals  to  elucidate  environmental  factors  and  developmental 
mechanisms  during  pregnancy  and  early  postnatal  life  that  predispose  the  young 
animal  to  a SIDS-like  event,  ( i . e . , sudden  death  during  a sleep  period),  or 
the  inability  to  recover  from  hypoxic  or  other  life-threatening  stresses. 
Information  derived  from  these  animal  studies  is  expected  to  elucidate 
potential  mechanisms  of  SIDS  under  experimental  conditions  unavailable  in 
human  infants  and  lead  to  the  development  of  diagnostic  and  preventive 
strategies . 

The  Public  Health  Service  is  committed  to  achieving  the  health  promotion  and 
disease  prevention  objectives  of  Healthy  People  2000,  a PHS-led  national 
activity.  This  Request  for  Applications  (RFA),  "Animal  Models  for  SIDS",  is 
related  to  the  priority  area  of  "Maternal  and  Infant  Health". 

RESEARCH  OBJECTIVES 

The  primary  goals  of  this  RFA  are  to  support  research  investigations  in  intact 
animals  or  reduced  preparations  to  examine  the  effects  of  relevant  prenatal 
insults  on  the  development  and  function  of  state-dependent  regulatory  and 
life-sustaining  systems  in  infancy;  to  examine  the  effects  of  postnatal 
environmental  challenges,  i . e . , insults  or  new  stimuli;  and/or  to  investigate 
animal  model  systems  of  developmental  disorders/susceptibilities  that  mimic 
some  aspects  of  the  SIDS  phenotype.  In  the  context  of  these  investigations, 
parallel  studies  of  unperturbed  development  and  function  may  be  proposed.  The 
extent  of  the  normative  studies  should  depend  on  the  existing  knowledge  base. 
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Developmental  studies  that  span  the  fetal  and  early  postnatal  period  are 
encouraged . 

MECHANISM  OF  SUPPORT 

This  program  will  be  funded  through  the  traditional  individual  research  grant 
award  program  of  NICHD.  Grant  applications  will  be  reviewed  at  a single 
competition  by  an  initial  review  group  convened  by  NICHD.  It  is  anticipated 
that  eight  (8)  grants  will  be  awarded  under  this  program,  contingent  upon 
receipt  of  a sufficient  number  of  meritorious  applications  and  the 
availability  of  funds. 

APPLICATION  PROCEDURES 

Applications  must  be  submitted  on  Form  PHS  398  (revised  10/88),  available  in 
business  or  grants  offices  at  most  academic  research  institutions  and  from  the 
Division  of  Research  Grants,  NIH.  The  RFA  label  available  in  the  10/88 
revision  of  Application  Form  398  must  be  affixed  to  the  bottom  of  the  face 
page.  Failure  to  use  this  label  could  result  in  delayed  processing  of  your 
application  such  that  it  may  not  reach  the  review  committee  in  time  for 
review.  The  phrase  "ANIMAL  MODELS  SIDS  APPLICATIONS,  RFA  HD-91 -05"  must  be 
typed  in  item  2 of  the  face  page  of  the  application. 

INQUIRIES 

Applicants  may  request  a copy  of  the  full  RFA  from: 

Marian  Willinger , Ph.D. 

Health  Scientist  Administrator 

Pregnancy  and  Perinatology  Branch 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  643 

Bethesda,  MD  20892 

Telephone:  (301)  496-5575 

The  full  RFA  is  also  available  on  the  electronic  version  of  the  NIH  Guide,  the 
E-Guide . 

Inquiries  regarding  grants  management  and  administrative  policy  may  be 
directed  to : 

Douglas  Shawver 

Supervisory  Grants  Management  Specialist 
Grants  Management  Branch 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  505 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 


INTERVENTIONS  TO  PROMOTE  APPLICATION  OF  STATE-OF-THE-ART  CANCER  MANAGEMENT  IN 

RURAL  AREAS 

RFA  AVAILABLE:  CA-91-05 
P.T.  34;  K.W.  0715035,  0403004 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  March  20,  1991 
Application  Receipt  Date:  May  20,  1991 

INTRODUCTION 

The  National  Cancer  Institute  (NCI)  invites  applications  for  research  projects 
aimed  at  strengthening  the  application  of  state-of-the-art  cancer  diagnosis 
and  management  practices  in  rural  areas  by  enhancing  links  between  rural 
health  care  providers  and  regional  cancer  specialists.  The  researchers  are  to 
test  methods  thath  enhance  the  util izat ion  of  existing  cancer  expertise  and 
resources  by  rural  providers . The  development  and  evaluation  of  interventions 
that  are  sensitive  to  the  cancer  problems  in  a selected  rural  area  and  are 
supported  by  rural  practitioners  are  important . Researchers  are  encouraged  to 
be  innovative  in  the  development  of  interventions.  Outcomes  should  be 
designed  to  capture  changes  in  cancer  diagnosis  and  management . 
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BACKGROUND  AND  PURPOSE 


To  date*  the  treatment  programs  of  the  NCI  have  been  designed  to  conduct 
state-of-the-art  cancer  treatment  research  through  a network  of  cancer 
specialists  in  university  centers  and  community  programs.  With  this 
initiative*  the  NCI  strives  to  reach  practitioners  who  provide  care  in  rural 
communities  and  link  them  with  cancer  specialists.  Such  ties  are  critical  to 
assuring  that  patients  in  rural  and  remote  areas  have  access  to  the  full  range 
of  state-of-the-art  cancer  care. 

RESEARCH  GOALS  AND  SCOPE 

The  purpose  of  the  project  is  to  test  ways  of  enhancing  links  between  rural 
health  care  providers  and  cancer  specialists.  The  NCI  expects  the 
interventions  to  be  designed  to  strengthen  associations  between  the  rural 
generalist  providers  and  regional  cancer  specialists,  and  may  include  targeted 
training,  visiting  specialists*  and/or  clinical  trials  participation. 
Evaluation  should  address  indicators  of  changes  in  cancer  diagnosis  and 
management  practices  and  efficiency  of  the  intervention. 

Based  on  the  characteristics  of  the  health  care  providers  and  the  patients  in 
the  rural  area  in  which  the  research  is  to  be  conducted,  the  researchers  are 
to  test  approaches  to  link  rural  providers  and  cancer  specialists  to  enhance 
state-of-the-art  cancer  management  practices  of  physicians  and  nurses  in  the 
selected  rural  area.  The  interventions  should  incorporate,  as  appropriate, 
established  resources  of  the  NCI,  specifically  the  Cancer  Information  Service 
(CIS)  or  the  Physicians’  Data  Query  (PDQ)  or  Cancer  FAX.  Examples  of  possible 
interventions  include: 

o review  of  screening  and/or  biopsy  specimens; 

o computer-assisted  diagnosis  and/or  management  algorithms; 

o free  telephone  consultation  between  cancer  specialist  and 
generalist  provider; 

o PDQ  protocols  for  patient  management  with  specialist  consultation 
available;  and 

o telephone  hot-line  service  for  consultation. 

The  research  design  should  consider  both  process  and  health  outcome  measures 
as  appropriate.  The  researchers  are  to  focus  the  intervention  on  aspects  of 
current  cancer  patient  management  that  are  well  described  in  the  baseline 
data.  For  example,  a pattern  of  head  and  neck  cancer  diagnosis  at  stages  III 
and  IV  or  the  lack  of  appropriate  adjuvant  chemotherapy  for  breast  cancer 
could  be  the  focus. 

While  mortality  rate  changes  may  be  sought,  NCI  realizes  that  the  research 
design  may  not  have  the  power  to  discern  such  changes.  An  outcome  of  interest 
is  the  stage  of  cancer  at  diagnosis  and  the  proportion  of  patients  who  receive 
state-of-the-art  cancer  management  in  the  target  rural  area.  Changes  in 
practice  are  extremely  important  to  document,  as  well  as  evaluation  of  the 
implementation  techniques.  Numerous  direct  and  indirect  indicators  are 
possible . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  March  20,  1991,  a letter  of 
intent  that  includes  a descriptive  title  of  the  proposed  research,  the  name 
and  address  of  the  Principal  Investigator,  the  names  of  other  key  personnel, 
the  participating  institutions,  and  the  number  and  the  title  of  the  RFA  in 
response  to  which  the  application  is  being  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not 
enter  into  the  review  of  subsequent  applications,  it  is  requested  in  order  to 
provide  an  indication  of  the  number  and  scope  of  applications  to  be  reviewed. 
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The  letter  of  intent  should  be  sent  to: 


Anne  R.  Bavier , M.N.,  F.A.A.N. 

Program  Director,  CORB,  EDCOP,  DCPC 
National  Cancer  Institute 
Executive  Plaza  North,  Room  300-E 
Bethesda,  MD  20892 
Telephone:  C301)  496-8541 

INQUIRIES 

Written  or  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA 
or  inquiries  about  whether  or  not  specific  proposed  research  would  be 
responsive  are  encouraged  and  should  be  directed  to  the  program  director  named 
above.  The  program  director  welcomes  the  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants. 


KIDNEY  AND  UROLOGY  RESEARCH  CENTERS 

RFA  AVAILABLE:  DK-91-03 

P.T.  04;  K.W.  0785095,  0785220,  0785055,  0785035,  0710030,  0745027,  0745070 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  March  15,  1991 
Application  Receipt  Date:  July  16,  1991 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD)  of  the 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
invites  applications  for  research  center  grants  (P50)  to  be  awarded  in  fiscal 
year  1992.  NIDDK  anticipates  the  award  of  up  to  six  competitive  center  grants 
in  fiscal  year  1992. 

BACKGROUND 

Kidney  and  urologic  diseases  account  for  substantial  and  increasing  morbidity 
and  financial  burden  in  the  United  States.  They  threaten  the  health, 
well-being,  and  longevity  of  over  13  million  Americans  and  accounted  for  an 
estimated  cost  of  at  least  $50  billion  in  1990.  Although  considerable 
progress  has  been  made  in  understanding  the  basic  physiology  and 
pat ho -physiology  of  the  normal  renal  and  urologic  systems,  there  has  been  only 
limited  progress  in  unraveling  the  mechanisms  of  those  disease  processes  that 
lead  to  progressive  deterioration  in  the  function  of  these  systems. 
Nevertheless,  major  progress  has  been  made  in  the  management  of  their  clinical 
consequences.  For  example,  renal  dialysis  and  transplantation  are  life-saving 
procedures  and  the  clinical  management  of  benign  prostatic  hyperplasia  has 
improved  over  the  past  several  years.  Unfortunately,  these  scientific 
advances  have  not  led  to  the  means  to  prevent  or  reverse  these  diseases,  and 
their  incidence  is  steadily  increasing.  The  proposed  multidisciplinary 
research  centers,  the  George  M.  O’Brien  Kidney  and  Urologic  Diseases  Research 
Centers,  should  provide  the  necessary  and  appropriate  expertise  to  investigate 
topical  areas  of  research  related  to  the  pathogenesis  of  kidney  and  urologic 
diseases  such  as:  immunologic ally  mediated  diseases;  diabetes  mellitus  and 
other  endocrine  and  metabolic  disorders;  primary  renal  hypertension;  genetic 
abnormalities;  bladder  physiology  and  pathophysiology;  developmental  and 
obstructive  disorders;  and  nephrotoxins  and  toxic  cell  injury. 

OBJECTIVES  AND  SCOPE 

The  emphases  of  this  initiative  are  threefold:  (1)  to  attract  new  scientific 

expertise  into  the  study  of  the  basic  mechanisms  of  kidney  and  urological 
diseases;  (2)  to  encourage  interdisciplinary  research;  and  (3)  to  extend  these 
basic  investigations  into  innovative  clinical  and  epidemiologic  studies  of  the 
causes,  therapy,  and  prevention  of  kidney  and  urologic  diseases  and  disorders. 
In  approaching  the  study  of  these  disease  processes,  it  is  anticipated  that 
extensive  collaboration  will  be  required  between  individuals  in  the  basic 
sciences,  including  cell  biology,  molecular  biology,  immunology,  genetics, 
epidemiology,  biochemistry,  physiology,  and  pathology  with  clinical  sciences. 
It  is  the  expressed  intent  of  the  announcement  to  attract  into  the  study  of 
kidney  and  urologic  disorders  new  investigators  not  currently  active  in  this 
field  and  to  explore  new  basic  areas  that  may  have  clinical  research 
application.  Individual  institutions  with  both  basic  and  clinical  research 
capabilities  are  eligible  to  apply.  Inter-institutional  collaborative 
research  arrangements  are  also  appropriate  and  are  encouraged. 
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SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 

RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

NIDDK  expects  to  award  up  to  six  center  grants  CP50)  in  fiscal  year  1992  on  a 
competitive  basis.  The  receipt  of  up  to  six  competitive  continuation 
applications  from  those  centers  who  are  current  awardees  is  anticipated. 

These  applications  will  compete  for  awards  along  with  other  applications 
received  in  response  to  this  announcement.  Foreign  institutions  are  not 
eligible  to  apply.  The  anticipated  awards  are  for  five  years  and  are 
contingent  upon  the  availability  of  appropriated  funds.  The  total  amount  of 
available  funds  to  support  this  program  (including  both  direct  and  indirect 
costs)  is  anticipated  to  be  no  more  than  $4.2  million  per  year.  No  applicant 
may  request  more  than  $750,000  in  total  costs  (both  direct  and  indirect  costs) 
in  the  initial  budget  period. 

The  complete  Request  for  Applications  (RFA)  and  consultation  may  be  obtained 
from : 

Dr.  Ralph  L.  Bain 

Kidney  and  Urology  Research  Centers  Program  Director 
DKUHD/NIDDK 

Federal  Building,  Room  102 
9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-8218 

REVIEW  PROCEDURES 

Applications  for  an  award  of  a research  center  grant  will  be  evaluated  in  a 
national  competition  by  the  NIH  peer  review  process.  Applications  will  be 
reviewed  initially  by  a special  review  committee  convened  by  the  NIDDK  and 
subsequently  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases 
Advisory  Council. 

METHOD  OF  APPLYING 

Potential  applicants  are  urged  to  submit  a letter  of  intent  to  the  Program 
Director  by  March  15,  1991,  regarding  their  application.  The  letter  of  intent 
is  nonbinding  and  is  not  a precondition  for  an  award.  The  letter  of  intent 
should  include  the  name(s)  of  the  Principal  Invest igator ( s ) , principal 
collaborators,  a descriptive  title  of  the  proposed  research  center,  and  the 
organization ( s ) involved.  Applications  must  be  submitted  using  PHS  Form  398 
(Rev.  10/88).  The  RFA  label  contained  in  the  application  kit  must  be  affixed 
to  the  bottom  of  the  face  page  of  the  original  copy  of  the  application. 

Failure  to  use  this  label  could  result  in  delayed  processing  and  review  of  the 
application.  Complete  line  2 of  the  application  face  page  by  inserting  the 
title  and  number  of  this  RFA  and  checking  the  YES  box. 

Mail  the  completed  application  (original  and  four  copies)  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
Westwood  Building,  Room  240 
National  Institutes  of  Health 
Bethesda,  MD  20892** 

Simultaneously  submit  two  copies  to: 

Review  Branch,  NIDDK 
5333  Westbard  Avenue 
Westwood  Building,  Room  406 
Bethesda,  MD  20892 

The  special  single  receipt  date  for  submissions  in  response  to  this 
announcement  is  July  16,  1991,  with  earliest  funding  August  1,  1992. 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.849,  Kidney,  Urologic,  and  Hematologic  Diseases  Research.  Awards  will  be 
made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section 
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301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS 
grant  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


SCIENCE  EDUCATION  PARTNERSHIP  AWARD 

RFA  AVAILABLE:  ADAMHA  AD-91 -01 
NIH  OD-91-01 

P.T.  44;  K.W.  0720000,  0710000 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 
National  Institutes  of  Health 

Letter  of  Intent  Receipt  Date:  March  15,  1991 
Application  Receipt  Date:  April  25,  1991 

BACKGROUND  INFORMATION 

The  President  and  the  Nation’s  Governors  have  declared  six  "National  Education 
Goals,"  one  of  which  is  that  by  the  year  2000,  students  in  the  United  States 
will  be  the  world  leaders  in  science  and  mathematics  achievement.  Further, 
unless  there  are  adequate  numbers  of  students  entering  and  remaining  in  the 
mathematics  and  scientific  fields  of  education,  the  United  States  will  not 
have  a sufficient  supply  of  scientists,  engineers,  and  technicians  to  meet  the 
Nation’s  future  workforce  needs.  There  is  also  the  need  for  a scientifically 
1 iterate  society  that  understands  the  role  of  science , biology , and 
technology.  There  is  a lack  of  public  understanding  of  behaviors  that 
increase  the  risk  for  disease,  the  use  of  animals  in  behavioral  and  biomedical 
research,  and  the  necessity  for  basic  research  to  make  progress  toward 
improving  health.  To  help  address  these  issues,  the  Alcohol,  Drug  Abuse,  and 
Mental  Health  Administration  (ADAMHA)  and  the  National  Institutes  of  Health 
(NIH)  are  initiating  in  Fiscal  Year  1991  the  Science  Education  Partnership 
Award  (SEPA)  Program.  To  meet  their  respective  missions,  the  ADAMHA  and  the 
NIH  are  issuing  this  joint  Request  for  Applications  (RFA)  for  SEPA  proposals. 
Applicants  may  submit  multiple  different  applications  under  this  RFA;  however, 
substantially  similar  proposals  may  not  be  submitted  to  the  two  agencies. 

PROGRAM  DESCRIPTION 

The  SEPA  Program  will  support  grants  designed  to  encourage  scientists  to  work 
with  educators  and  community  organizations  to  improve  student  and  public 
understanding  of  science,  and  increase  interest  of  young  people  in  scientific 
careers.  The  focus  of  student  activities  is  to  be  at  the  kindergarten  through 
twelfth  grade  (K- 1 2 ) level . The  scientists  who  study  disease  and  illness  and 
those  who  carry  out  basic  research  relating  to  these  disorders,  have  a major 
contribution  to  make  by  conveying  their  knowledge  and  also  the  excitement  in 
doing  research.  However,  it  is  also  essential  that  scientists  work  with 
educators , school  administrators , community  leaders , the  media , and  others  in 
order  to  make  effective  contributions  to  improving  science  education  and 
improving  public  understanding  of  both  the  process  and  accomplishments  of 
science . 

ADAMHA  will  support  partnership  projects  that  focus  on  any  scientific  area 
relevant  to  the  ADAMHA  mission.  Hence,  the  focus  of  this  award  is  on  building 
partnership  programs.  ADAMHA  is  especially  interested  in  projects  that  focus 
on  scientific  knowledge  about  the  brain  and  behavior  and  their  relation  to  the 
addictive  and  mental  disorders . This  includes  the  basic  sciences  underlying 
these  disorders , such  as  the  neuro sciences , psychology , pharmacology, 
genetics , and  other  relevant  sciences . 

The  NIH  SEPA  Program  will  support  the  development  of  model  programs  that  join 
working  scient ists  and  educators  in  enhancing  the  precollege  science  education 
and  public  understanding  in  such  biomedical  science  areas  as  molecular 
biology,  molecular  genetics,  immunology,  neuroscience,  and  bioinformatics,  as 
well  as  ethical  issues,  the  benefits  and  risks  of  genetic  engineering,  and  the 
role  of  environmental  health. 

ADAMHA  and  NIH  will  consider  cofunding  of  projects  focussing  on  general 
aspects  of  health  science  ( e . g . , the  responsible  use  of  animals  in  biomedical 
and  behavioral  science  or  biotechnology ) or  scientific  areas  that  cut  across 
the  mission  of  both  agencies  (e.g.,  neurosciences,  genetics,  and  health  and 
behavior).  A single  application  should  be  submitted  for  such  projects. 

The  ADAMHA  and  the  NIH  encourage  and  support  the  init iat ion  of  cooperative 
efforts  among  diverse  elements  in  the  scientific  and  education  community. 
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including  university  scientists,  elementary  and  secondary  schools, 
foundations,  private  industry,  the  media,  and  museums,  to  develop  model 
programs  for  increasing  scientific  literacy.  The  ADAMHA/NIH  SEPA  Program 
seeks  to  focus  on  the  improvement  of  science  education  through  partnerships 
between  public  and  private  sector  organizations  and  the  working  scientists. 
Carefully  crafted  partnerships  can  create  channels  for  transferring 
information  about  new  scientific  discoveries,  improve  curricula,  and  develop 
textbooks  and  other  materials  that  increase  and  impart  to  students,  teachers, 
and  the  general  public  the  utility  of  biomedical/behavioral  research.  The 
essential  feature  of  the  program  is  the  active  participation  of  scientists 
with  the  scientific  and  technical  knowledge  and  resources  with  the  knowledge 
and  pedagogical  expertise  of  educators.  Research  institutions  are  encouraged 
to  provide,  from  non-Federal  sources,  incentives  for  their  scientists  to 
participate  in  the  SEPA  Program.  These  incentives  may  include  the  awarding  of 
sabbaticals,  time  released  from  other  duties,  or  special  institutional 
recognition  to  individuals,  to  permit  them  to  participate  in  the  program. 

Such  applicants  are  also  encouraged  to  use  institutional  funds  released  as  a 
result  of  the  SEPA  award  (e.g.,  investigators'  salaries)  for  purposes 
consistent  with  this  award. 

ADAMHA  and  NIH  seek  the  development  of  model  projects  and,  therefore,  priority 
will  be  given  to  applications  with  the  potential  for  widespread  use  and 
replication . 

MECHANISM  OF  SUPPORT/ AVAILABILITY  OF  FUNDS 

This  RFA  will  use  the  grant-in-aid  for  education  projects  (R25). 

Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed 
project  will  be  solely  that  of  the  applicant.  Except  as  otherwise  stated  in 
this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the 
Public  Health  Service  Grants  Policy  Statement. 

This  RFA  is  a one-time  solicitation.  The  ADAMHA  and  the  NIH  expect  that  $2 
million  will  be  available  to  each  agency  (a  total  of  $4  million)  during  FY 
1991  to  support  this  initiative.  Subject  to  the  availability  of  funds  and 
receipt  of  a sufficient  number  of  meritorious  applications,  it  is  anticipated 
that  approximately  ten  to  twenty  projects  will  be  supported. 

Applicants  may  request  support  for  up  to  three  years.  Annual  direct  cost 
requests  for  the  proposed  activities  are  expected  to  range  from  approximately 
$100,000  to  $250,000.  Indirect  costs  will  be  provided.  The  anticipated  award 
date  is  September  30,  1991. 

REVIEW  PROCEDURES 

Applications  that  are  complete  and  responsive  will  be  evaluated  for 
educational  and  scientific/technical  merit  by  an  appropriate  peer  review  group 
convened  by  ADAMHA  and  NIH.  Applications  may  be  subjected  to  triage  by  a peer 
review  group  to  determine  their  educational  and  scientific  merit  relative  to 
other  applications  received  in  response  to  this  RFA.  Those  applications 
judged  to  be  competitive  will  undergo  further  merit  review.  The  second  level 
of  review  will  be  provided  by  the  National  Advisory  Mental  Health  Council 
and/or  the  National  Advisory  Research  Resources  Council. 

METHOD  OF  APPLYING  AND  LETTER  OF  INTENT 

The  Application  for  Public  Health  Service  Grant  Form  PHS-398  (revised  10/88) 
must  be  used  in  applying  for  these  grants.  These  forms  are  available  at  most 
institutional  business  offices  and  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  NIH,  5333  Westbard  Avenue,  Bethesda,  Maryland 
20892,  (301)  496-7441.  Prospective  applicants  must  request  a copy  of  the 
complete  RFA,  which  includes  supplemental  instructions  for  completion  of  the 
Form  PHS-398,  from  the  staff  identified  below  (see  INQUIRIES). 

Prospective  applicants  are  asked  to  submit,  by  March  15,  1991,  a letter  of 
intent  that  includes  a descriptive  title  of  the  proposed  project;  the  name, 
address,  and  telephone  number  of  the  Principal  Investigator;  the  names  of 
other  key  personnel,  the  participating  institutions;  and  the  number  and  title 
of  the  RFA  in  response  to  which  the  application  is  being  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not 
enter  into  the  review  of  subsequent  applications,  the  information  that  it 
contains  is  extremely  helpful  in  planning  for  the  review  of  applications.  It 
allows  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible 
conflict  of  interest  in  the  review. 

The  ADAMHA  letter  of  intent  should  be  sent  to  the  Deputy  Director,  Division  of 
Extramural  Activities,  National  Institute  of  Mental  Health,  Parklawn  Building 
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Room  9-105,  5600  Fishers  Avenue,  Rockville,  MD  20857.  The  NIH  letter  of 
intent  should  be  sent  to  Dr.  Marjorie  A.  Tingle  (see  address  below).  A copy 
of  the  letter  of  intent  should  be  addressed  to: 

Anthony  Demsey,  Ph.D. 

Associate  Director  for  Referral  and  Review 

Division  of  Research  Grants 

National  Institutes  of  Health 

Westwood  Building,  Room  338 

5333  Westbard  Avenue 

Bethesda,  MD  20892** 

INQUIRIES 

Written  or  telephone  inquiries  regarding  this  RFA,  and  requests  for  the 
complete  RFA  may  be  directed  to  either: 

Dr.  Joel  W.  Goldstein 
ADAMHA  SEPA  Program 
Room  13-103 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-9674 

or 

Marjorie  A.  Tingle,  Ph.D. 

NIH  SEPA  Program 

National  Center  for  Research  Resources 
Westwood  Building,  Room  10A11 
5333  Westbard  Avenue 
Bethesda,  MD  20892** 

Telephone:  (301)  496-6743 

ADAMHA  awards  are  under  the  authority  of  Section  301  of  the  Public  Health 
Service  Act,  as  amended,  (42  U.S.C.  241).  NIH  awards  are  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as 
amended  by  Public  Law  99-158,  42  USC  241  and  285).  All  awards  will  be 
administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  52  and  45 
CFR  Parts  74  and  92.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


MULTICENTER  COOPERATIVE  AGREEMENT  FOR  STUDYING  NEURAL  TUBE  DEFECTS  IN  MUTANT 

MICE 

RFA  AVAILABLE:  HD-91 -01 

P.T.  34;  K.W.  0710030,  1002004,  1002019,  1002059,  0755030 
National  Institute  of  Child  Health  and  Human  Development 
Application  Receipt  Date:  April  22,  1991 
OVERVIEW 

Neural  tube  defects  (NTDs)  are  among  the  most  common  congenital  defects, 
occurring  at  a rate  of  1-2/1000  live  births.  Despite  their  frequency  the 
causes  of  NTDs  are  still  not  understood . The  National  Institute  of  Child 
Health  and  Human  Development  (NICHD)  invites  research  applications  from 
investigators  will ing  to  participate  with  NICHD  assistance  under  cooperative 
agreements  in  a mult icenter  cooperat ive  program  designed  to  invest igate  the 
et iology  of  neural  tube  defects . The  objective  of  the  study  is  to  bring 
together  a multidisciplinary  group  of  investigators  to  characterize  mammalian 
neurulation  in  a mouse  genetic  model  for  spina  bifida,  the  curly  tail  mouse, 
developed  under  NICHD  contract . Particular  emphasis  will  be  given  to 
individual  studies  examining  the  molecular , cellular,  biophysical , and 
morphological  mechanisms  involved  in  neural  tube  formation . The  cooperative 
agreement  mechanism  has  been  chosen  to  facilitate  identification  of  the 
etiology  of  spina  bifida  by  coordinating  research  among  the  individual  sites 
within  the  program.  Analyses  of  the  various  aspects  of  NTD  formation  will  be 
coordinated  among  the  investigators , and  it  is  ant icipated  that  there  will  be 
substantial  evolution  of  the  program  as  new  findings  are  obtained  and  shared. 
The  benefit  of  such  a cooperat ive  venture  will  be  to  better  define  the 
mechanisms  by  which  normal  neurulat ion  occurs  and  to  characterize  the 
processes  leading  to  NTDs  in  a well  defined  mammalian  model  with  an 
applicability  to  the  human  condition. 
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MECHANISM  OF  SUPPORT 


Support  will  be  available  through  the  cooperative  agreement  mechanism  (U01) 
between  individual  investigators  and  the  NICHD.  The  major  difference  between 
a cooperative  agreement  and  a research  grant  is  that  there  will  be  substantial 
programmatic  involvement  of  NICHD  staff  above  and  beyond  the  levels  required 
for  traditional  program  management  of  grants. 

It  is  anticipated  that  four  awards  totaling  $800,000  (direct  costs)  for  the 
first  year  will  be  made  with  an  award  period  of  five  years. 

REVIEW  PROCEDURES 

Applications  will  be  reviewed  by  the  NICHD  staff  for  responsiveness  to  the 
Request  for  Applications  (RFA)  and  may  receive  a triage  review  for  relative 
scientific  merit  by  a peer  review  group.  Scientific  and  technical  merit  will 
be  evaluated  by  a special  review  committee  convened  specifically  for  this 
purpose  by  the  Division  of  Scientific  Review,  NICHD.  A second-level  review 
will  be  done  by  the  National  Advisory  Child  Health  and  Human  Development 
Council . 

APPLICATION  PROCEDURE 

Applications  must  be  submitted  on  form  PHS  398,  Revised  10/88. 

ADDITIONAL  INFORMATION 

Potential  applicants  are  encouraged  to  request  the  detailed  RFA  by 
telephoning : 

Delbert  Dayton,  M.D. 

Genetics  and  Teratology  Branch 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  643 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-5541 

The  full  RFA  is  also  available  on  the  electronic  version  of  the  NIH  Guide  for 
Grants  and  Contracts,  the  E-Guide. 


ERRATUM 


ADDENDUM:  NATIONAL  INSTITUTE  ON  DRUG  ABUSE  - ANNOUNCEMENT  AND  GUIDELINES  - 

AUGUST  1990 

PA:  PA-90-31 

P.T.  34;  K.W.  0404009,  1014006 
National  Institute  on  Drug  Abuse 

As  an  addendum  to  the  National  Institute  on  Drug  Abuse  (NIDA)  Research  Grants 
Program  Announcement  and  Guidelines,  PA-90-31  (published  in  the  NIH  Guide  for 
Grants  and  Contracts,  Vol . 19,  No.  32,  September  7,  1990,  NIDA  wishes  to 
include  as  part  of  Research  Support  Mechanisms  the  following:  (7)  Program 
Project  Grants  (P01).  Although  the  P01  mechanism  was  included  in  the 
September  7,  1990,  NIH  Guide  notice,  the  complete,  printed  copy  of  the 
announcement  inadvertently  omitted  it  as  one  of  the  possible  support  mechanism 
acceptable  under  this  announcement.  Today's  notice  is  to  confirm  that  the  P01 
support  mechanism  is  acceptable  under  announcement  PA-90-31 . All  other 
aspects  of  the  announcement  remain  unchanged. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  Maryland  20816 
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NIH/ADAMHA  POLICY  CONCERNING  INCLUSION  OF  WOMEN  IN  STUDY  POPULATIONS 


P.T.  34,  II;  K.W.  1014002,  1014006 
National  Institutes  of  Health 

Alcohol , Drug  Abuse,  and  Mental  Health  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Alcohol,  Drug  Abuse,  and 
Mental  Health  Administration  (ADAMHA)  recognize  that  most  researchers 
adequately  and  appropriately  consider  gender  representation  in  clinical 
research  design . Nevertheless , the  following  statement  is  published  as  a 
reiteration  and  further  interpretation  of  the  existing  NIH/ADAMHA  policy 
concerning  inclusion  of  women  in  study  populations.  Clinical  research 
findings  should  be  of  benefit  to  all  persons  at  risk  of  the  disease , 
regardless  of  gender . This  policy  was  previously  published  in  the  NIH  Guide 
for  Grants  and  Contracts  on  October  24,  1986;  January  23,  1987;  March  27, 

1987;  January  15,  1988;  and  June  16,  1989.  For  the  purpose  of  this  policy, 
clinical  research  includes  human  studies  of  etiology,  treatment , diagnosis , 
prevention,  and  epidemiology  of  disease,  including  but  not  limited  to  clinical 
trials . While  this  pol icy  statement  refers  to  inclusion  of  women,  applicants 
are  strongly  reminded  that  a similar  policy  exists  regarding  the  inclusion  of 
minorities  (NIH  Guide  for  Grants  and  Contracts  - September  25,  1987;  January 
15 , 1988 ; and  June  16 , 1989 ) . Both  policies  must  be  considered  when  preparing 
clinical  research  applications/proposals  for  submission  to  the  NIH/ADAMHA. 

Public  concern  requires  that  clinical  studies  include  both  genders  in  such  a 
way  that  results  are  applicable  to  the  general  population;  exceptions  would  be 
those  diseases  or  conditions  that  occur  only  in  one  gender . Therefore , 
applications/ proposals  for  NIH/ADAMHA  support  of  clinical  research  should 
employ  a study  design  with  gender  representation  appropriate  to  the  known 
incidence/prevalence  of  the  disease  or  condit ion  being  studied . If  inclusion 
of  women  is  impossible  or  inappropriate  with  respect  to  the  purpose  of  the 
research,  the  health  of  the  subjects , or  other  reasons , or  if  in  the  only 
study  population  available  there  is  a disproportionate  represent at  ion  of  one 
gender , these  reasons  for  excluding  women  or  men  must  be  well  explained  and 
justified  by  the  applicant . Similar  justification  is  required  if  women  will 
not  be  included  in  numbers  appropriate  to  the  incidence/pre valence  of  the 
disease . 

In  conducting  peer  review  for  scientific  and  technical  merit , members  of 
Initial  Review  Groups  ( IRGs )/Technical  Evaluation  Groups  (TEGs)  will  be 
instructed  to  evaluate  the  proposed  gender  composition  of  the  study 
population . 

1 ) If  there  is  an  inadequate  number  of  women  in  a study  design  AND 
this  affects  the  potential  to  answer  the  scientific  question(s) 
addressed,  that  will  be  considered  a weakness  or  deficiency  in  the 
study  design  and  should  be  reflected  in  the  assigned  score  given  to 
the  application/proposal,  and  in  the  summary  statement  of  the 
review . 

2)  If  an  applicant  proposes  that  there  is  justification  for  conducting 
a study  in  men  only,  or  in  a study  population  in  which  the 
proportion  of  women  does  not  reflect  the  gender  prevalence  of  the 
disease  or  condition  under  study,  a strong  scientific  rationale,  an 
explanation  of  the  need  to  protect  the  health  of  the  subjects,  or 
other  well -supported  justification  must  be  provided . The  IRG/TEG 
will  be  instructed  to  evaluate  the  merit  of  such  just  if ic at  ions . 
Appropriate  justification  will  not  adversely  affect  the  assigned 
score.  The  NIH/ADAMHA  will  not  fund  such  applications/proposals 
unless  the  justification  provided  is  compelling . 

3)  If  the  gender  composition  of  the  study  population  is  not  described, 

BUT  the  study  otherwise  has  the  potential  to  answer  the  scientific 
question(s)  posed  and  translate  the  findings  to  all  persons  at  risk 
of  the  disease,  the  omission  will  be  documented  by  the  Executive 
Secretary  of  the  IRG/TEG  in  an  administrative  note,  and  will  not 
adversely  affect  the  scient if ic  assessment  and  the  assigned  score . 

If  there  is  inadequate  information  on  the  study  population  to  allow 
evaluation  of  the  scientific  question(s),  the  review  may  be 
deferred.  The  NIH/ADAMHA  funding  components  will  not  fund/award 
grants  or  contracts  until  the  applicant  provides  sufficient 
information  on  the  study  population  to  assure  compliance  with  the 
NIH/ADAMHA  policy  on  inclusion  of  women  in  study  populat ions . 
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Since  the  need  to  modify  sample  design  could  delay  award  and  affect 
the  costs  of  the  study,  applicants  are  strongly  advised  to  address 
this  issue  in  the  initial  submission.  If  costs  or  study  designs 
are  significantly  affected  by  such  modification,  submission  of  an 
amended  application/proposal  for  IRG/TEG  review  and/or 
reconsideration  by  the  appropriate  National  Advisory  Council  or 
Board  may  be  necessary. 

Whenever  there  are  scientific  reasons  to  anticipate  differences  between  men 
and  women  with  regard  to  the  hypothesis  under  investigation,  applicants  should 
consider  the  inclusion  of  an  evaluation  of  gender  differences  in  the  proposed 
study.  However,  if  men  and  women  are  enrolled  in  numbers  that  reflect  the 
gender  proportion  of  the  disease  under  study,  it  is  not  an  automatic 
requirement  for  the  study  design  to  include  statistical  power  for  men  and 
women  separately. 

It  is  important  to  note  that  regardless  of  the  program  relevance  of  the 
proposed  research,  the  NIH/ADAMHA  funding  components  will  not  fund/award 
grants  or  contracts  that  do  not  comply  with  this  policy. 


ADAMHA/NIH  POLICY  CONCERNING  INCLUSION  OF  MINORITIES  IN  STUDY  POPULATIONS 

P.T.  34,  FF;  K.W.  1014002,  1014006 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 
National  Institutes  of  Health 

There  are  clear  scientific  and  public  health  reasons  for  specifically 
including  members  of  minority  groups  in  study  populations.  Accordingly,  the 
Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  CADAMHA)  and  the 
National  Institutes  of  Health  (NIH)  require  that  applications/proposals  for 
clinical  research  must  give  appropriate  attention  to  inclusion  of  minorities 
in  study  populations,  unless  compelling  scientific  or  other  justification  for 
not  including  minorities  is  provided.  For  the  purpose  of  this  policy, 
minorities  include  U.S.  racial/ethnic  minority  populations  (specifically: 
American  Indians  or  Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  and 
Hispanics),  and  clinical  research  includes  human  studies  of  etiology, 
treatment,  diagnosis,  prevention,  and  epidemiology  of  diseases,  disorders  and 
conditions,  including  but  not  limited  to  clinical  trials  and  research  on 
health  service  and  its  impact  on  disease.  Grants,  cooperative  agreements,  and 
contracts  are  covered  by  this  policy. 

This  statement  is  published  as  a reiteration  and  further  interpretation  of  the 
existing  ADAMHA/NIH  policy  concerning  inclusion  of  minorities  in  study 
populations.  This  policy  was  previously  published  in  the  NIH  Guide  for  Grants 
and  Contracts  on  September  25,  1987,  Vol . 16,  No.  32;  January  15,  1988,  Vol . 
17,  No.  2;  and  June  16,  1989,  Vol.  18,  No.  21.  While  the  focus  of  this  policy 
is  on  inclusion  of  minorities  in  general  population  studies,  ADAMHA  and  NIH 
also  encourage  attention  to  gaps  in  knowledge  about  specific  U.S. 
racial/ethnic  minorities  and  health  problems  that  significantly  affect  them. 
Examples  of  these  problems  include  but  are  not  limited  to:  cancer,  substance 
abuse,  heart  disease  and  stroke,  homicide  and  accidents,  diabetes,  infant 
mortality,  and  acquired  immunodeficiency  syndrome  (AIDS).  Addressing  these 
gaps  may  be  appropriate  justification  for  focusing  a particular  study  on  a 
single  racial/ethnic  group. 

While  this  policy  statement  refers  to  inclusion  of  minorities,  applicants  are 
strongly  reminded  that  a similar  policy  exists  regarding  women  (NIH  Guide  for 
Grants  and  Contracts  - October  24,  1986,  Vol.  15,  No.  22;  January  23,  1987, 
Vol.  16,  No.  3;  January  15,  1988,  Vol.  17,  No.  2;  June  16,  1989,  Vol.  18,  No. 
21;  and  August  24,  1990,  Vol.  19,  No.  31).  Both  policies  must  be  considered 
when  preparing  research  applicants/proposals  for  submission  to  ADAMHA/NIH. 

Applicants  for  grants/cooperative  agreements  and  offerors  for  contracts  should 
be  aware  that  in  attempting  to  include  minority  groups  in  a particular  study, 
attention  must  be  paid  to  research  design  and  sample  size  issues.  ADAMHA  and 
NIH  recognize  that  it  may  not  be  feasible  or  appropriate  in  all  research 
projects  to  include  representation  of  the  full  array  of  U.S.  racial/ethnic 
minority  populations.  However,  applicants/offerors  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups. 

In  all  applications  or  proposals  for  clinical  research,  applicants  must 
describe  the  ant icipated  race/ethnic  composition  of  the  study  populat ion . In 
conducting  peer  review  for  scientific  and  technical  merit,  members  of  Initial 
Review  Groups  ( IRGs )/Technical  Review  Groups  (TEGs)  will  be  instructed  to 
evaluate  the  appropriateness  of  the  proposed  minority  composition: 
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1 ) If  there  is  insufficient  attention  to  inclusion  of  minorities  in  a 
study  design  AND  this  affects  the  potential  to  answer  the 
scientific  question(s)  addressed,  that  will  be  considered  a 
weakness  or  deficiency  and  must  be  reflected  in  the  assigned  score 
given  to  the  application/proposal,  and  in  the  summary  statement  of 
the  review. 

2)  However,  if  an  applicant  proposes  that  there  is  justification  for 
conducting  a study  where  there  will  be  limited  minority 
participation  or  inclusion  of  only  one  racial/ethnic  group,  a 
strong  scientific  rationale  or  other  well-supported  justification 
must  be  provided.  The  IRG/TEG  will  be  instructed  to  evaluate  the 
merit  of  such  justifications.  Appropriate  justification  will  not 
adversely  affect  the  assigned  score.  The  ADAMHA/NIH  will  not 
fund/award  such  applications  unless  the  justification  is 
compelling . 

3)  For  grant  and  cooperative  agreement  applications,  if  there  is 
inadequate  information  on  the  study  population  to  allow  evaluation 
of  the  scientific  question(s),  the  review  will  be  deferred  or  the 
application  returned. 

It  is  important  to  note  that  the  ADAMHA/NIH  funding  components  will  not 
fund/award  grants,  cooperative  agreement,  or  contracts  that  do  not  comply  with 
this  policy. 


CONFERENCE:  FOSTERING  SCIENTIFIC  INTEGRITY  IN  BIOMEDICAL  RESEARCH 

P.T.  42;  K.W.  1014004,  1014006 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH),  the  Association  of  American  Medical 
Colleges,  and  Washington  University  School  of  Medicine  are  co-sponsoring  an 
interactive  conference  for  biomedical  investigators,  research  administrators, 
and  university  attorneys  with  an  interest  in  fostering  the  integrity  of 
scientists.  The  goals  of  the  workshop  are  to  discuss  the  scope  of  the  problem 
of  scientific  misconduct;  to  identify  perceived  or  real  factors  contributing 
to  misconduct ; to  discuss  the  roles  of  Congress , NIH,  and  inst itut ions  in 
managing  allegations  of  scientific  misconduct ; to  examine  how  well  specific 
institutions  have  dealt  with  allegations  of  fraud,  plagiarism  or  other 
unacceptable  scientific  practices ; to  discuss  any  special  ethical 
considerations  associated  with  Industry/University  ties;  and  to  discuss  the 
responsibilities  of  authors  and  collaborators  in  maintaining  scient if ic 
integrity  in  research . Several  break-out  sessions  will  address  focussed 
topics  of  particular  concern. 

This  conference  is  approved  for  credit  in  AMA  Category  1 . 

DATES:  April  25-26,  1990 

SITE:  The  Adams  Mark  Hotel,  St.  Louis,  MO 

PROGRAM  AND  REGISTRATION  INFORMATION:  Telephone:  (800)  325-9862,  interstate 

(314)  362-6893,  in  Missouri 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


CEREBRAL  MAGNETIC  RESONANCE  IMAGING  FOR  EVALUATION  OF  STROKE  RISK  FACTORS  IN 

THE  CARDIOVASCULAR  HEALTH  STUDY 

RFP  AVAILABLE:  NIH-NHLBI-HC-91 -06 

P.T.  34;  K.W.  0706030,  0715200,  0715042,  0411005 

National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  requires  a reading 
center  for  cerebral  magnetic  resonance  imaging  (MRI ) to  be  performed  on 
approximately  4,000  participants  in  the  multicenter  longitudinal  study  of  risk 
factors  for  heart  disease  and  stroke  in  the  elderly  entitled,  "The 
Cardiovascular  Health  Study"  (CHS).  The  MRI  Reading  Center  will  assist  in 
protocol  development  for  the  performance  of  cerebral  MRI  in  the  four  CHS  Field 
Centers  and  will  perform  measurements  and  interpretations  of  these  images  in  a 
standardized  and  reproducible  manner . The  period  of  performance  is 
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anticipated  to  be  September  1991  through  June  1995.  The  NHLBI  plans  to  make 
one  award  from  this  solicitation. 

This  is  an  announcement  for  a Request  for  Proposals  (RFP).  RFP  NHLBI -HC-9 1 -06 
will  be  available  on  or  about  February  15,  1991.  Responses  will  be  due  by 
close  of  business  on  April  5,  1991.  One  (1)  award  is  anticipated  to  be  made 
during  September  1991.  All  requests  should  be  submitted  in  writing  and 
include  three  (3)  mailing  labels,  self-addressed,  and  must  cite  RFP  No. 

NHLBI -HC-9 1 -06 . 

Requests  for  copies  of  the  RFP  should  be  sent  to  the  following  address: 

Donna  J.  Neal 
Contracts  Specialist 

ECA  Section,  Contracts  Operations  Branch,  DEA 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  3C16 
National  Institutes  of  Health 
Bethesda,  MD  20892 


HUMAN  LIVER  CELL  CULTURE  FACILITY 

RFP  AVAILABLE:  NIH-NIDDK-9 1 -3 


P.T.  34;  K.W.  0780015,  0780005,  0755050 


National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
is  seeking  an  organization  to  provide  a facility  where:  (1)  the  science  of 

culturing  human  primary  hepatocytes  in  long-term  culture  would  be  highly 
developed;  (2)  such  cells  would  be  available  for  use  by  other  investigators  in 
the  culture  facility;  (3)  such  cultures  would  be  shipped  to  investigators  in 
the  United  States;  and  (4)  cryopreserved  hepatocytes  from  which  cultures  could 
be  developed  would  be  shipped  to  investigators  in  the  United  States. 

Stringent  characterization  and  quality  control  of  the  cultures  would  be 
required.  Requests  for  cells  would  be  reviewed  and  prioritized  by  a committee 
advisory  to  the  contractor. 


The  NIDDK  expects  to  make  one  award  from  this  solicitation. 


This  Request  for  Proposals  (RFP),  RFP  No.  NIH-NIDDK-9 1 -3 , will  be  available  on 
or  about  February  18,  1991,  with  a closing  date  set  for  April  8,  1991.  To 
receive  a copy  of  the  RFP,  please  supply  this  office  with  two  (2) 
self-addressed  mailing  labels.  Since  a limited  number  of  copies  will  be 
printed,  requests  shall  be  filled  on  a first  come,  first  served  basis  until 
the  supply  is  exhausted.  Requests  for  the  RFP  should  be  sent  to  the  following 
address : 

Patrick  M.  Sullivan,  Chief 
Contracts  Management  Branch 

National  Institute  of  Diabetes,  and  Digestive  and  Kidney  Diseases 

National  Institutes  of  Health 

Westwood  Building,  Room  602 

5333  Westbard  Avenue 

Bethesda,  MD  20892 


This  advertisement  does  not  commit  the  Government  to  award  a contract . 


IMPROVED  STRATEGIES  FOR  DIAGNOSIS  OF  LYME  DISEASE 

RFA  AVAILABLE:  AI-91-03 

P.T.  34;  K.W.  0745020,  0715125,  0710070,  0785035,  0710030,  0755010 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  March  15,  1991 
Application  Receipt  Date : May  3 , 1 99 1 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  invites 
grant  applications  for  research  that  applies  an  understanding  of  the  biology 
of  Borrelia  burgdorferi  and  host  responses  to  infection  by  this  organism  to 
studies  that  will  lead  to  the  development  of  reliable  and  sensitive  diagnostic 
tests  for  the  detection  of  Lyme  disease . 
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RESEARCH  GOALS  AND  SCOPE 


The  goal  of  this  Request  for  Applications  (RFA)  is  to  stimulate  programs  of 
multidisciplinary  basic  and  clinical  research  focused  upon  determining  the 
most  effective  approach(es)  for  diagnosis  of  Lyme  disease.  Applications 
submitted  in  response  to  this  RFA  are  expected  to  focus  upon  developing  and 
testing  new  diagnostic  strategies  that  should  result  in  a more  reliable  and 
sensitive  approach  to  the  detection  of  Lyme  disease  in  patients. 

Applications  should  include  innovative  approaches  to  the  following: 

o Identification  and  characterization  of  antigens,  antibodies,  and 
DNA  sequences  that  are  good  candidates  as  reagents,  probes,  or 
targets  for  use  as  a basis  for  a Lyme  disease  diagnostic  test. 

o Identification  and  recruitment  of  three  patient  populations 

(patients  that  have  a firm  diagnosis  of  Lyme  disease,  patients  that 
have  no  history  or  signs  of  Lyme  disease,  and  patients  that  have 
symptoms  of  Lyme  disease  but  test  negative  using  a defined  set  of 
diagnostic  tests  currently  available. 

o Evaluation  of  the  sensitivity  and  specificity  of  candidate 
diagnostic  assays  relative  to  one  another  and  to  selected 
commercially  available  diagnostic  kits  using  a standard  panel  of 
clinical  specimens  from  each  of  the  individuals  in  the  recruited 
patient  populations  described  above. 

However,  alternative  approaches  or  additional  components  may  be  included  in 
applications  providing  they  are  directly  related  to  the  overall  objective  of 
this  RFA  which  is  the  development  of  improved  strategies  for  the  diagnosis  of 
Lyme  disease . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research , NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  traditional  individual 
research  grant  (R01).  Responsibility  for  planning,  direction,  and  execution 
of  the  proposed  project  will  be  solely  that  of  the  applicant. 

This  is  a one-time  solicitation.  NIAID  anticipates  making  two  awards  as  a 
result  of  this  request.  However,  the  number  of  awards  to  be  made  is  dependent 
upon  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit 
and  upon  the  availability  of  funds.  If  appropriate,  collaboration  with  other 
investigators  or  institutions  is  encouraged.  NIAID  staff  anticipates  that 
each  application  would  be  a comprehensive  single  project  ( i . e . , not  a 
multiproject  appl icat ion ) . It  is  expected  that  the  init ial  year T s awards  for 
successful  applications  will  average  $500,000  in  total  (direct  plus  indirect) 
costs  for  each  award,  although  individual  awards  may  be  slightly  higher  or 
lower . Awards  will  be  made  for  a project  period  of  up  to  five  years . (Awards 
to  applicant  institutions  outside  the  United  States  will  be  limited  to  three 
years).  The  earliest  possible  award  date  is  September  30,  1991.  NIAID  has  no 
plans  to  reissue  this  announcement.  At  the  end  of  the  award  period,  awardees 
may  apply  for  continuation  through  the  usual  competing  renewal  process  for  R01 
grants.  Universities,  medical  colleges,  hospitals,  and  laboratories  or  other 
public,  private,  or  for-profit  institutions  are  eligible. 

INQUIRIES 

Investigators  seeking  information  relevant  to  this  RFA  should  contact  Dr. 
Robert  L.  Quackenbush  at  the  address  below. 

Dr.  Robert  L.  Quackenbush 

Chief,  Bacteriology  and  Mycology  Branch 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Westwood  Building,  Room  738 

Bethesda , MD  20892 

Telephone:  (301)  496-7728 
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Questions  regarding  review  procedures  should  be  addressed  to  Dr.  Preble  at  the 
address  below. 

Dr.  Olivia  Preble 

Chief,  Microbiology  and  Immunology  Review  Section 
Program  and  Project  Review  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institutes  of  Health  Westwood  Building,  Room  3A10 
Bethesda,  MD  20892 
Telephone:  (301)  496-8208 


SMALL  GRANTS  TO  STIMULATE  CORRELATIVE  LABORATORY  STUDIES  AND  CLINICAL  TRIALS 

IN  RADIATION  THERAPY 

RFA  AVAILABLE:  CA-91-04 

P.T.  34;  K.W.  0745062,  0715035,  0755015 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  March  4,  1991  Application  Receipt  Date:  May 
22,  1991 

Introduction 

The  Division  of  Cancer  Treatment  (DCT)  of  the  National  Cancer  Institute  (NCI) 
announces  the  availability  of  a Request  for  Applications  (RFA)  for  tightly 
focused,  basic  science  laboratory  studies  that  interface  with  radiation 
therapy  clinical  trials  or  for  radiation  therapy  clinical  trials  that  attempt 
to  correlate  new  and/or  unique  developments  in  the  laboratory. 

Background  Information 

Using  the  small  grants  (R03)  mechanism,  the  NCI  hopes  to  stimulate  the 
communication  of  promising  and  potentially  relevant  new  developments  between 
the  basic  science  laboratory  and  the  clinical  setting.  The  R03  mechanism 
provides  complementary  research  support  for  short-term,  pilot,  radiation 
therapy  clinical  trials  that  test  and  verify  basic  laboratory  findings. 

Research  Goals  and  Scope 

The  aims  of  this  RFA  are  two-fold:  (1)  to  provide  a mechanism  for  accelerated 
funding  of  correlative  studies  relevant  to  radiation  therapy  clinical  trials 
and  (2)  to  stimulate  pilot  clinical  studies  with  or  without  relevant 
laboratory  correlations  so  as  to  foster  the  development  of  interactions 
between  basic  science  laboratories  and  clinicians  performing  radiotherapy 
clinical  trials.  Laboratory  correlates  should  be  designed  to  ultimately  lead 
to  improved  radiation  therapy. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

Mechanism  of  Support 

This  small  grant  (R03)  RFA  is  a non-renewable,  one-time  solicitation.  The  NCI 
plans  to  make  multiple  awards  for  project  periods  up  to  two  years.  All  awards 
will  be  limited  to  a $50,000  direct-cost  ceiling  for  a period  of  up  to  two  (2) 
years.  The  total  project  period  for  applications  submitted  in  response  to  the 
present  RFA  should  not  exceed  two  (2)  years.  The  earliest  feasible  start  date 
for  the  initial  awards  will  be  December  2,  1991. 

Eligibility  Requirements 

Only  domestic  non-profit  and  for-profit  organizations,  institutions, 
governments  and  their  agencies  are  eligible  to  apply.  Although  NCI-funded 
Cooperative  Groups  are  ineligible  to  apply,  individual  institutions  or 
consortia  of  the  Cooperative  Groups  may  apply  through  their  own  institutions. 
Awards  will  be  made  only  to  institutions  with  either  a funded  clinical  or 
laboratory  component  of  the  proposed  study.  These  awards  are  to  complement  a 
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previously  existing  source  of  support . These  pre-existing  resources  need  not 
be  at  a single  institution  but  may  exist  within  a consortium. 

Inquiries 

Written  or  telephone  inquiries  concerning  the  objectives  and  scope  of  this 
RFA,  or  inquiries  about  whether  or  not  specific  proposed  research  would  be 
responsive,  are  encouraged  and  should  be  directed  to  the  program  director  at 
the  address  given  below.  The  program  director  welcomes  the  opportunity  to 
clarify  any  issues  or  questions  from  potential  applicants . 

Thomas  A.  Strike,  Ph.D. 

Radiation  Research  Program 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
6130  Executive  Boulevard,  Suite  800 
Rockville,  MD  20852 
Telephone : (301  ) 496-9360 


COOPERATIVE  AGREEMENT  RESEARCH  PROGRAM:  MAXIMIZING  THE  EFFICACY  OF 
PSYCHOTHERAPY  AND  DRUG  ABUSE  COUNSELING  STRATEGIES  IN  THE  TREATMENT  OF  COCAINE 

ABUSERS 

RFA  AVAILABLE:  DA-9 1-04 
P.T.  34;  K.W.  0404009,  0745060 
National  Institute  on  Drug  Abuse 
Application  Receipt  Date:  April  24,  1991 

PURPOSE : The  purpose  of  this  announcement  is  to  support  collaborative 

multi-site  research  on  the  comparative  efficacy  of  psychodynamic 
psychotherapy,  cognit ive -behavioral  therapy,  and  drug  counsel ing  in  the 
treatment  of  cocaine  abusers  in  outpatient  drug-free  settings.  The 
interaction  of  patient  characteristics  with  type  of  treatment  will  also  be 
investigated.  Collaborators  from  a Coordinating  Center,  a Collaborative 
Treatment  Site  (CTS),  and  the  National  Institute  on  Drug  Abuse  (NIDA)  are 
currently  developing  the  protocol  and  piloting  subjects  for  this  study . Funds 
will  be  available  under  this  announcement  for  supporting  additional  CTSs  to 
collaborat ively  finalize  and  carry  out  this  protocol.  Applicants  for 
additional  CTSs  must  agree  to  abide  by  this  protocol.  Applicants  must  also 
propose  sub-studies  to  be  carried  out  within  this  protocol . Final  protocols 
for  sub-studies  will  be  collaborat ively  developed  by  a Steering  Committee  (SC) 
after  awards  are  made. 

RESEARCH  OBJECTIVES:  One  research  objective  is  to  conduct  a comparative 
pyschotherapy/drug  counseling  treatment  efficacy  study,  using  a common 
protocol  at  multiple  CTSs,  in  order  to  compare  the  efficacy  of  different 
therapy  approaches . An  equally  important  goal  is  to  specify  the  nature  of  any 
interactions  between  patient  characteristics  (e.g.,  sociopathy)  and  therapy 
type  as  reflected  in  treatment  outcome. 

MECHANISM  OF  SUPPORT:  The  mechanism  to  support  these  clinial  trials  will  be  a 
Cooperative  Agreement  (CA)  between  the  awardees  and  NIDA.  Researchers  agree 
to  accept  close  coordination  and  guidance  by  the  SC  in  all  aspects  of  the 
scientific  and  technical  management  of  the  common  project , and  retain  primary 
responsibility  for  performance  of  the  research,  in  accordance  with  terms 
formally  negotiated  and  mutually  agreed  on  prior  to  the  award.  CAs  are 
subject  to  the  same  administrative  requirements  as  grants . All  pertinent 
DHHS,  PHS,  and  ADAMHA  grant  regulations,  policies,  and  procedures  are 
applicable . Business  management  aspects  of  these  awards  will  be  administered 
in  accordance  with  DHHS  and  PHS  grant  administrative  requirements. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  ADAMHA  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

Applications/proposals  for  Alcohol,  Drug  Abuse,  and  Mental  Health 
Administration  ( ADAMHA ) grants  and  cooperative  agreements  are  required  to 
include  both  women  and  minorities  in  study  populations  for  clinical  research, 
unless  compelling  scientific  or  other  justification  for  not  including  either 
women  or  minorities  is  provided.  This  requirement  is  intended  to  ensure  that 
research  findings  will  be  of  benefit  to  all  persons  at  risk  of  the  disease, 
disorder , or  condition  under  study . For  the  purpose  of  these  policies, 
clinical  research  involves  human  studies  of  etiology,  treatment,  diagnosis, 
prevention,  or  epidemiology  of  diseases,  disorders  or  conditions,  including 
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but  not  limited  to  clinical  trials;  and  minorities  include  U.S.  racial/ethnic 
minority  populations  (specifically:  American  Indians  or  Alaskan  Natives, 
Asian/Pacific  Islanders,  Blacks,  and  Hispanics). 

ADAMHA  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical 
research  projects  to  include  representation  of  the  full  array  of  U.S. 
racial/ethnic  minority  populations.  However,  applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups. 

Applications  should  include  a description  of  the  composition  of  the  proposed 
study  population  by  gender  and  racial/ethnic  group  and  the  rationale  for  the 
numbers  and  kinds  of  people  selected  to  participate.  This  information  should 
be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan  AND 
summarized  in  Section  2,  E,  Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority 
representation  appropriate  to  the  scientific  objectives  of  the  work  proposed. 
If  representation  of  women  or  minorities  in  sufficient  numbers  to  permit 
assessment  of  differential  effects  is  not  feasible  or  is  not  appropriate,  the 
reasons  for  this  must  be  explained  and  justified.  The  rationale  may  relate  to 
the  purpose  of  the  research,  the  health  of  the  subjects,  or  other  compelling 
circumstances  (e.g.,  if  in  the  only  study  population  available,  there  is  a 
disproportionate  representation  in  terms  of  age  distribution,  risk  factors, 
incidence/prevalence  of  one  gender  or  minority/majority  group). 

If  the  required  information  is  not  contained  within  the  application,  the 
applications  will  be  returned  to  the  applicant.  Peer  reviewers  will  address 
specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  gender  and/or  minority  representat ion/ just  if icat ion  are  judged 
to  be  inadequate,  reviewers  will  consider  this  as  a deficiency  in  assigning 
the  priority  score  to  the  application. 

All  applications/proposals  for  clinical  research  submitted  to  ADAMHA  are 
required  to  address  these  policies.  ADAMHA  funding  components  will  not  award 
grants  that  do  not  comply  with  these  policies. 

REVIEW  PROCEDURES:  The  Division  of  Research  Grants,  NIH,  serves  as  a central 
point  for  receipt  of  applications.  Applications  received  under  this 
announcement  will  be  assigned  to  a Special  Review  Committee  (SRC)  within  the 
NIDA.  The  SRC  will  review  the  applications  for  scientific  and  technical  merit 
during  the  summer  of  1991.  Notification  of  the  review  recommendations  will  be 
sent  to  the  applicant  after  this  initial  review.  Applications  will  receive  a 
second-level  review  by  the  National  Advisory  Council  on  Drug  Abuse  in 
September  1991.  Only  applications  recommended  for  approval  by  the  Council  may 
be  considered  for  funding. 

Applications  submitted  in  response  to  this  announcement  are  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372,  as  implemented 
throught  Department  of  Health  and  Human  Service  regulations  at  45  CFR  Part  100 
and  are  not  subject  to  Health  Systems  Agency  review. 

APPLICATION  PROCEDURES:  Applicants  must  use  the  research  grant  application 
form,  PHS  398  (last  revised  10/88).  Application  kits  with  the  necessary  forms 
and  instructions  (PHS  398)  may  be  obtained  from  institutional  business  offices 
or  offices  of  sponsored  research  at  most  universities,  colleges  and  medical 
schools,  and  other  major  research  facilities.  Applications  may  also  be 
obtained  from:  The  National  Institute  on  Drug  Abuse  (NIDA),  Grants  Management 
Branch,  Room  8A-54,  Parklawn  Building,  5600  Fishers  Lane,  Rockville,  MD  20857 
(301-443-6710) . 

INQUIRES:  Further  information  can  be  obtained  from: 

Dr.  J.  Boren 

National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  10A-30 
Rockville,  MD  20857 
Telephone:  (301)  443-1263 
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CHRONIC  FATIGUE  SYNDROME  COOPERATIVE  RESEARCH  CENTERS 


RFA  AVAILABLE:  AI-91-02 

P.T.  04;  K.W.  0715043,  0715026,  0715125,  0715150,  0710070,  1002045 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  March  1,  1991 
Application  Receipt  Date:  April  1,  1991 

The  National  Institute  of  Allergy  and  Infectious  Diseases  CNIAID)  invites 
applications  for  the  establ ishment  of  Chronic  Fatigue  Syndrome  Cooperative 
Research  Centers  (CFS  CRCs)  to  augment  the  existing  grant  program  for  CFS 
research . The  CRCs  are  intended  to  provide  a sustained  multidisciplinary 
approach  to  CFS  research  that  will  advance  the  field  by  bridging  the  basic 
science  and  clinical  research  arenas  and  facilitating  confirmatory  testing  and 
follow-up  of  new  hypotheses  and  observations. 

BACKGROUND 

CFS  is  a multisystem  syndrome  thought  to  be  triggered  by  viral  infection  and 
is  characterized  by  months  of  debilitating  fatigue  frequently  associated  with 
sore  throat,  low  grade  fever,  myalgia,  headache,  gastrointestinal  symptoms, 
and  tender  lymph  nodes . Cognit ive  deficits , symptoms  of  depression  and  sleep 
disorders  have  been  reported  and  abnormal  brain  images  derived  by  different 
techniques  have  been  described . CFS  patients  are  reported  to  have 
neuroendocrine  response  patterns  that  differ  from  those  of  controls . CFS  is 
diagnosed  more  frequently  in  women  than  in  men . There  have  been  numerous 
reports  of  specific  immune  dysfunctions,  but  no  single  impairment  has 
regularly  been  associated  with  the  syndrome . Similarly,  viruses  from  several 
taxonomic  groups  have  been  reported  to  be  involved,  but  none  as  yet  has  been 
confirmed  to  be  consistently  associated  with  disease  onset  or  progression . 
Patients  have  a high  prevalence  of  allergies  and  recent  reports  indicate  that 
a state  of  chronic  immune  activation  may  exist  in  a significant  fraction  of 
patients . 

There  have  been  many  formidable  obstacles  to  the  effective  study  of  this 
syndrome,  the  most  serious  of  which  has  been  the  lack  of  objective  diagnostic 
criteria . Progress  has  been  made  in  case  definition  and  a number  of  testable 
hypotheses  recently  have  been  proposed. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies , a specific  justification  for  this  exclusion  must  be 
provided . Applications  without  such  documentation  will  not  be  accepted  for 
review . 

RESEARCH  OBJECTIVES  AND  SCOPE 

The  purpose  of  this  RFA  is  to  stimulate  the  establishment  of  centers  of  CFS 
research  excellence  in  which  coordinated  projects  in  the  fields  of  immunology, 
virology,  medicine,  and  clinical  epidemiology  are  pursued  in  order  to  further 
our  understanding  of  CFS  leading  to  improved  diagnosis  and  treatment . It  is 
not  expected  that  expertise  in  all  these  areas  be  available  at  a single 
institution . CRCs  with  well -designed  research  projects  with  adequate  sample 
sizes  are  sought  to  confirm  and  extend  preliminary  findings  and  to  test 
biologically  rational  hypotheses  concerning  the  etiology  or  pathogenesis  of 
CFS. 

CLINICAL  FACILITIES:  CFS  CRCs  should  be  based  at  universities  or  at 
university-affiliated  medical  facilities  that  have  a strong  clinical  facility 
with  accessible  well-defined  CFS  patient  populations. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  as  cooperative  agreements.  This  mechanism  is  used  when  an 
interactive  assistance  relationship  exists  between  NIAID  staff  and  the 
investigative  team  as  outlined  in  the  RFA  under  "TERMS  OF  AWARD : AWARDEE 
RIGHTS  AND  RESPONSIBILITIES;  NATURE  OF  PARTICIPATION  OF  NIAID  STAFF."  Input 
from  the  NIAID  Scientific  Coordinator  is  intended  to  facilitate  technology 
transfer , assist  in  the  identification  of  expert  consultants , collaborators 
and  resources , enhance  communicat ion  between  awardees , and  help  to  ensure  that 


NIH  GUIDE  - Vol . 20,  No.  6,  February  8,  1991  - Page  9 


new  studies  will  complement  and  not  unnecessarily  duplicate  existing  or 
planned  CFS  research  endeavors. 

NIAID  has  set  aside  a total  of  $488,000  (direct  plus  indirect  costs)  per  year 
to  support  this  RFA  and  anticipates  making  at  least  one  (1)  award  in  FY  1991, 
the  final  number  being  dependent  upon  the  number,  cost,  and  scientific  merit 
of  proposals  received  and  the  availability  of  funds.  Awards  will  be  made  for 
a project  period  of  up  to  four  years.  The  earliest  possible  award  date  is 
September  30,  1991.  NIAID  intends  to  accept  competitive  renewal  multi-project 
applications  contingent  upon  the  continued  availability  of  funds  for  this 
purpose . 

APPLICATION  PROCEDURE 


Investigators  are  urged  to  contact  the  NIAID  staff  listed  below  early  in  the 
development  of  the  application.  Additionally,  before  preparing  an 
application,  the  applicant  should  carefully  read  the  information  brochure, 
"Program  Project  and  Center  Grants,  NIAID."  A letter  of  intent  is  requested 
by  March  1,  1991.  The  deadline  for  receipt  of  applications  is  April  1,  1991 

INQUIRIES 


Investigators  seeking  copies  of  the  RFA  and  information  relevant  to  this  RFA 
should  contact: 


Ann  Schluederberg , Sc.D. 

Chief,  Virology  Branch 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Westwood  Building,  Room  736 

Bethesda,  MD  20892 

Telephone:  (301)  496-7453 

FAX:  (301  ) 402-0804 


RESEARCH  PLANNING  GRANT:  DIABETES  IN  MINORITY  POPULATIONS 

RFA  AVAILABLE:  DK/NR-91-09 

P.T.  34,  FF;  K.W.  0715075,  0755030,  0765033,  0745020,  0745027,  0745070 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Center  for  Nursing  Research 

Letter  of  Intent  Receipt  Date:  May  16,  1991 
Application  Receipt  Date:  July  16,  1991 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
and  the  National  Center  for  Nursing  Research  (NCNR)  have  initiated  a program 
for  Research  Planning  Grants  to  support  the  development  of  plans  for  research 
projects  that  address  critical  questions  related  to  the  etiology, 
pathogenesis,  diagnosis,  treatment,  cure,  and  prevention  of  diabetes  mellitus 
and  its  complications  in  minority  populations,  including  Blacks,  Native 
Hawaiians,  Hispanics,  Pacific  Islanders,  and  Asian  Americans.  American 
Indians  and  Alaskan  Natives  are  not  included  in  this  Request  for  Applications 
(RFA),  since  a similar  initiative  limited  to  these  populations  was  announced 
in  Vol . 19,  No.  40,  November  9,  1990  issue  of  the  NIH  Guide  for  Grants  and 
Contracts . 

Research  proposed  in  response  to  this  RFA  may  involve  basic,  clinical, 
behavioral,  or  epidemiologic  studies.  Basic  research  may  be  designed  to 
elucidate  biochemical  alterations  responsible  for  increased  suceptibility  to 
diabetes  mellitus  or  to  the  complications  of  diabetes.  Clinical  research  may 
be  oriented  to  the  cellular,  organ,  or  human  level  and  may  include  metabolic 
studies  and  comparisons.  Behavioral  studies,  particularly  those  focused  on 
prevention  of  diabetes  through  weight  control  programs,  are  encouraged. 
Epidemiologic  designs  that  might  be  considered  include  observational  and 
natural  history  studies,  case-control  studies  of  racial/ethnic  differences, 
studies  of  migrant  populations  in  the  U.S.  versus  in  their  country  of  origin, 
urban/rural  comparisons,  acculturation  of  the  minorities  to  the  U.S.  lifestyle 
and  environment,  and  longitudinal  studies.  Issues  of  obesity,  aging,  chronic 
disease,  and  multiple  chronic  diseases  (such  as  diabetes  and  hypertension)  are 
particularly  encouraged.  Research  directed  toward  improving  methodologies  for 
population-based  studies  of  minority  ethnic/racial  groups  is  also  encouraged. 
Innovative  approaches  that  involve  new  inter-disciplinary  collaborations  are 
particularly  desirable.  Whenever  possible,  applicants  are  urged  to  make 
cost-efficient  use  of  current  or  recently  terminated  studies  that  contain 
large  components  of  populations  that  are  minorities  in  the  U.S.  Many  of  the 
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studies  extant  may  have  been  conceived  for  reasons  other  than  for  research  on 
U.S . minorities  or  for  studies  on  diabetes  mellitus . 

This  RFA  is  a one-time  solicitation  by  NIDDK  and  NCNR  for  applications  for 
Research  Planning  Grants  (R21 ) to  help  support  the  unique  short-term  needs  of 
investigators  planning  research  studies  related  to  diabetes  in  minority 
populations.  It  is  anticipated  that  the  award  of  these  Research  Planning 
Grants  will  be  followed  within  approximately  one  year  by  an  RFA  for 
investigator-initiated  research  project  grant  applications  (R01 ) related  to 
this  same  program  area. 

Applicants  are  encouraged  to  submit  and  describe  their  own  ideas  on  how  best 
to  meet  the  objectives  of  this  RFA . Applications  will  be  judged  primarily  on 
(1)  the  likelihood  that  the  new  knowledge  that  may  be  gained  will  subsequently 
help  to  reduce  the  burden  of  diabetes  and  its  complications  on  the  health 
status  of  minority  populations;  (2)  the  potential  scientific  and  technical 
merit  of  the  proposed  project , including  the  significance  of  the  scientific 
question(s),  rationale,  appropriateness  of  the  proposed  planning  process , 
consideration  of  appropriate  ethical  issues , and  availability  of  preliminary 
data;  (3)  the  potential  to  establish  col labor at  ions  with  groups  and  other 
agencies  involved  in  health  care  of  the  selected  populations;  and  (4)  the 
qual if icat ions  and  experience  of  the  proposed  investigators . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations . If  women  are  not  included  in  these  study  populations , a specific 
justification  for  this  exclusion  must  be  provided . Applications  without  such 
documentation  will  not  be  accepted  for  review. 

Prospective  applicants  are  requested  to  submit  a letter  of  intent  by  May  1 6 , 
1991,  that  includes  a descriptive  title  of  the  proposed  research ; the  name , 
telephone  number  and  mailing  address  of  the  Principal  Investigator;  the  names 
of  other  key  personnel ; the  name  of  the  applicant  inst itut ion  and  other 
collaborating  entities;  and  the  number  and  title  of  this  RFA . 

This  letter  of  intent  should  be  sent  to: 

Dr . Robert  D . Hammond 

Chief,  Review  Branch  Division  of  Extramural  Activities 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  406 
Bethesda,  MD  20892 

Requests  for  the  full  text  of  this  RFA  and  inquiries  should  be  directed  to  the 
following  NIDDK  or  NCNR  program  staff: 

NIDDK 

Dr.  Lois  F.  Lipsett 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

National  Institutes  of  Health 

Westwood  Building,  Room  620 

Bethesda,  MD  20892 

Telephone:  (301)  496-7433 

NCNR 

Dr.  Mary  Lucas 

National  Center  for  Nursing  Research 
National  Institutes  of  Health 
Building,  31,  Room  5B03 
Bethesda,  MD  20892 
Telephone:  (301)  496-0523 


MINORITY  DRUG  ABUSE  PREVENTION  RESEARCH  CENTERS 

RFA  AVAILABLE:  DA-91 -02 

P.T.  04;  K.W.  0404009,  0710030,  0755030,  0411005,  0745027,  0404000 
National  Institute  on  Drug  Abuse 
Application  Receipt  Date:  April  24,  1991 
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PURPOSE:  The  purpose  of  this  announcement  is  to  encourage  the  development  of 

multidisciplinary  research  centers  that  will  improve  our  ability  to  prevent 
drug  abuse  among  minority  populations.  Minority  populations  include  American 
Indian/Alaskan  Natives,  Asian  Americans,  Blacks,  Hispanics,  and/or  Native 
Kawaiians/Pacif ic  Islanders.  The  proposed  Centers  are  designed  to:  1) 

improve  our  understanding  of  etiologic  factors  that  predispose  individuals 
from  minority  communities  to  init iate  drug  use ; 2)  ident ify  factors  involved 
in  the  progression  from  initial  drug  use  to  drug  dependence;  3)  develop 
criteria  and  early  identification  methodologies  for  use  with  children  and 
adolescents  at  high  risk  for  drug  abuse;  4)  design  and  test  preventive 
interventions  at  the  individual  and  small  group  level  through  controlled 
randomized  studies;  5)  assess  the  progression  of  drug  use  through  prospective 
longitudinal  studies  of  high-risk  populations;  6)  develop  a series  of 
conferences  and  workshops  addressing  prevention  research  issues  of  specific 
relevance  to  understanding  etiologic  factors  and  intervention  strategies  among 
minority  populations;  7)  train  minority  investigators  to  conduct  drug  abuse 
prevention  research;  and  8)  involve  the  minority  community  in  the  development 
and  implementation  of  a research  program. 

RESEARCH  OBJECTIVES:  Prevention  and  intervention  strategies  demonstrate 
differential  effects  within  various  ethnic  groups  and  socioeconomic 
populations.  Multiple  intervention  strategies  are  needed  within  any 
geographic  location  to  block  and  delay  the  initiation  of  drug  use  behavior  and 
to  impede  progression  to  drug  dependency  and  associated  social,  psychological, 
and  physiological  sequelae. 

Etiological  studies  designed  to  specify  deferential  causes  for  initiating, 
continuing,  and  discontinuing  drug  abuse  within  and  among  ethnic  groups  in 
urban,  suburban,  and  rural  geographic  areas  are  needed.  For  example,  are 
there  selective  factors  associated  with  blacks  who  remain  in  school  longer 
than  other  blacks  and/or  graduate?  Are  there  factors  that  "protect"  the 
students  from  drug  abuse?  What  is  the  role  of  the  educational  system  in 
reducing,  delaying,  or  eliminating  drug  use?  Furthermore,  given  the  same 
environment  and  equivalent  level  of  being  "vulnerable"  to  drug  abuse,  what 
family,  social,  environmental  protectors  exist  to  prevent  the  use  of  drugs. 

As  our  surveys  of  minorities  rarely  have  included  high-risk  groups  such  as 
school  dropouts,  runaways,  and  prisoners,  the  current  estimates  of  drug  abuse 
in  minority  populations  may  underestimate  the  problem.  Current  research 
indicates  that  dropouts  have  higher  rates  of  illicit  drug  use  than  minority 
youth  in  school.  Such  data  suggest  the  need  for  community-wide  drug  abuse 
education,  prevention,  and  intervention  programs  in  addition  to  the 
school-based  programs.  More  research  is  needed  to  explore  the  relationship 
between  poor  school  performance  and  acculturation-related  stress  with  drug 
abuse  among  minority  youth.  Areas  related  to  the  putative  crime/drug 
connection  among  blacks  needs  further  examinat ion  to  more  fully  understand  the 
causes  and  extent  of  the  relationship  within  minority  populations . 

Applications  for  Minority  Drug  Abuse  Prevention  Research  Centers  are 
encouraged  but  not  restricted  to  any  of  the  four  content  areas  among  minority 
groups:  Families  and  Multi-Generational  Factors;  Environmental  and  Cultural 

Factors ; High-Risk  Children,  Adolescents , and  Young  Adults ; and  Women  and 
Drugs . 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  ADAMHA  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

Applications/proposals  for  ADAMHA  grants  and  cooperative  agreements  are 
required  to  include  both  women  and  minorities  in  study  populations  for 
clinical  research,  unless  compelling  scientific  or  other  justification  for  not 
including  either  women  or  minorities  is  provided . This  requirement  is 
intended  to  ensure  that  research  findings  will  be  of  benefit  to  all  persons  at 
risk  of  the  disease,  disorder,  or  condition  under  study.  For  the  purpose  of 
these  policies,  clinical  research  involves  human  studies  of  etiology, 
treatment , diagnosis , prevention,  or  epidemiology  of  diseases , disorders  or 
conditions,  including  but  not  limited  to  clinical  trials;  and  minorities 
include  U.S.  racial/ethnic  minority  populations  (specifically:  American 
Indians  or  Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  and  Hispanics). 

ADAMHA  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical 
research  projects  to  include  representation  of  the  full  array  of  U.S. 
racial/ethnic  minority  populations.  However,  applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups . 

Applications  should  include  a description  of  the  composition  of  the  proposed 
study  population  by  gender  and  racial/ethnic  group,  and  the  rationale  for  the 
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numbers  and  kinds  of  people  selected  to  participate.  This  information  should 
be  included  in  the  form  PHS  398  in  Section  2,  A~D  of  the  Research  Plan  AND 
summarized  in  Section  2,  E,  Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority 
representation  appropriate  to  the  scientific  objectives  of  the  work  proposed. 
If  representation  of  women  or  minorities  in  sufficient  numbers  to  permit 
assessment  of  differential  effects  is  not  feasible  or  is  not  appropriate , the 
reasons  for  this  must  be  explained  and  justified.  The  rationale  may  relate  to 
the  purpose  of  the  research,  the  health  of  the  subjects , or  other  compelling 
circumstances  (e . g . , if  in  the  only  study  population  available  there  is  a 
disproportionate  representation  in  terms  of  age  distribution,  risk  factors, 
incidence/prevalence , etc . , of  one  gender  or  minority/majority  group ) . 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned . Peer  reviewers  will  address  specifically 
whether  the  research  plan  in  the  application  conforms  to  these  policies . If 
gender  and/or  minority  representation/ just if icat ion  are  judged  to  be 
inadequate,  reviewers  will  consider  this  as  a deficiency  in  assigning  the 
priority  score  to  the  application . 

All  applications/proposals  for  clinical  research  submitted  to  ADAMHA  are 
required  to  address  these  policies.  ADAMHA  funding  components  will  not  award 
grants  that  do  not  comply  with  these  policies. 

MECHANISM  OF  SUPPORT:  P50 

ELIGIBILITY 

Applications  may  be  submitted  by  public  or  private  nonprofit  or  profit- 
making organizations  such  as  universities,  colleges,  hospitals, 
laboratories,  units  of  State  or  local  governments,  and  eligible  agencies 
of  the  Federal  government . Women  and  minority  investigators  are 
encouraged  to  apply. 

REVIEW  PROCEDURES:  The  Division  of  Research  Grants,  NIH,  serves  as  a central 
point  for  receipt  of  applications  for  most  discret ionary  PHS  grant  programs . 
Applications  received  under  this  announcement  will  be  assigned  to  an  initial 
review  group  (IRG)  within  the  National  Institute  on  Drug  Abuse.  The  IRG, 
consisting  primarily  of  non-federal  scientific  and  technical  experts , will 
review  the  applications  for  scientific  and  technical  merit . Notification  of 
the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial 
review . Applications  will  receive  a second-level  review  by  the  National 
Advisory  Council  on  Drug  Abuse  whose  review  may  be  based  on  policy  as  well  as 
scientific  merit  considerations . Only  applications  recommended  for  approval 
by  the  Council  may  be  considered  for  funding . 

APPLICATION  PROCEDURES:  An  application  for  a Minority  Drug  Abuse  Prevention 
Research  Center  grant  must  provide  the  following  information  within  the 
general  proposal:  research  plan  to  include  specific  information  on  the 
Center ’ s research  theme , goals , and  objectives ; detailed  descriptions  of  the 
specific  research  projects  and  their  relationship  to  the  core  program; 
identification  of  key  scientists  and  their  roles  and  responsibilities  on 
specific  projects  and  research  teams;  and  discussion  of  the  management 
structure  to  be  employed  to  organize  and  coordinate  multidisciplinary 
scientific  research  initiatives ; the  research  program  plan  must  be  organized 
around  a central  research  theme  and  address  the  research  and  administrative 
requirements  established  by  this  announcement . Furthermore , the  proposal  must 
include  a description  of  training  of  research  personnel ; evidence  of  a strong 
community  relationship  with  demonstrated  experience  of  working  in  the  target 
community;  and  descriptions  of  conferences , publications,  and  other  methods 
for  the  dissemination  of  research  findings. 

Applicants  must  use  the  research  grant  application  form  PHS  398  (rev.  10/88). 
The  RFA  number  DA-91 -02  and  the  title  of  this  announcement,  "Minority  Drug 
Abuse  Prevention  Research  Research" , should  be  typed  in  item  number  2 on  the 
face  page  of  the  PHS  398  application  form. 

When  using  the  PHS  398  application  form  to  respond  to  an  RFA,  applicants  must 
affix  the  RFA  label  available  in  the  398  to  the  bottom  of  the  face  page . 
Failure  to  use  this  label  may  result  in  delayed  processing  of  the  application 
such  that  it  may  not  reach  the  review  committee  in  time  for  review . 

Application  kits  containing  the  necessary  forms  and  instructions  may  be 
obtained  from  business  offices  or  offices  of  sponsored  research  at  most 
universities,  colleges , medical  schools , and  other  major  research  facilities . 
If  such  a source  is  not  available , the  following  office  may  be  contacted  for 
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the  necessary  application  materials  Division  of  Research  Grants,  NIH  Westwood 
Building,  Room  240,  5333  Westbard  Avenue,  Bethesda,  MD  20892  (301)  496-9797. 

The  complete  announcement  may  be  obtained  from; 

Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
Room  8A54,  5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

The  signed  original  and  six  (6)  permanent  legible  copies  of  the  completed 
application  should  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

INQUIRIES 

Further  information  and  consultation  on  program  requirements  relevant  to 
prevention  research  can  be  obtained  from: 

Dr.  Zili  Amsel 
Acting  Director 

Division  of  Epidemiology  and  Prevention  Research 

National  Institute  on  Drug  Abuse 

Rockwall  II  Building,  Suite  620 

c/o  5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-1514 


ONGOING  PROGRAM  ANNOUNCEMENTS 


RURAL  HEALTH  CARE  RESEARCH:  IMPACTING  VULNERABLE  POPULATIONS 

PA;  PA-9 1-23 

P.T.  34;  K.W.  0730050,  0730000,  0785055,  0785035,  0403004 

National  Center  for  Nursing  Research 
Agency  for  Health  Care  Policy  and  Research 

PURPOSE 

The  National  Center  for  Nursing  Research  (NCNR)  and  the  Center  for  General 
Health  Services  Extramural  Research,  Agency  for  Health  Care  Policy  and 
Research  (AHCPR),  invite  applications  for  research  grants  to  study  ways  of 
improving  the  health  and  well  being  of  vulnerable  populations  living  in  rural 
areas.  These  vulnerable  populations  include:  those  who  have  a chronic 
disease  or  who  are  in  jeopardy  of  becoming  chronically  ill;  those  who  may 
become  disabled  due  to  health  threatening  behaviors;  childbearing  women; 
infants;  children;  adolescents;  and  persons  over  65  years  of  age.  Of 
particular  importance  are  epidemiologic  studies  and  clinical  studies  that 
focus  on  the  health  needs  of  residents  of  rural  areas.  It  is  anticipated  that 
the  clinical  studies  will  focus  on  the  development  and  validation  of  nursing 
interventions  as  well  as  the  development  and  evaluation  of  innovative  practice 
models  aimed  at  facilitating  improvements  in  the  health  and  well  being  of 
vulnerable  populations  who  reside  in  rural  communities. 

This  new  rural  health  care  research  program  builds  on  a previous  NCNR 
initiative  focused  on  Community-Based  Rural  Health  Care  Models  for  Minority 
Populations,  co-sponsored  by  AHCPR  and  the  Division  of  Nursing,  HRSA,  and 
published  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol . 19,  No.  10,  March  9, 
1990.  The  rural  health  research  program  of  AHCPR  is  based  on  a research 
agenda  published  in  Health  Services  Research,  Vol.  23,  No.  6,  February,  1989. 

SCIENTIFIC  BACKGROUND 

The  rural  population  in  the  U.S.  has  been  growing  proportionately  smaller,  but 
at  the  same  time  their  vulnerability  to  illness,  disability,  and  poor 
pregnancy  outcomes  has  increased.  As  of  1988,  about  23  percent  of  the  U.S. 
population  lived  in  counties  defined  as  nonmetropolitan  and  about  27  percent 
lived  in  rural  areas  defined  by  the  Census  Bureau  as  places  where  there  are 
2,500  or  fewer  residents.  For  the  purposes  of  this  research  program  either 
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definition  of  rural  may  be  used.  Rural  residents  are  characterized  as  having 
higher  rates  of  chronic  illness,  disability,  and  infant  mortality,  and  their 
care  has  been  characterized  as  representing  a mixture  of  formal  and  informal 
approaches  with  variablity  in  the  quality  of  short-  and  long-term  outcomes. 
With  the  changing  availability  of  health  care  and  long  geographic  distances 
between  residents  and  health  care  services  in  most  rural  settings,  rural 
residents  are  increasingly  at  risk  for  health  problems  that  could  be 
alleviated  through  scientifically  based  intervention  strategies  and  health 
care  models  targeted  to  specific  vulnerable  rural  populations. 

Individuals  residing  in  rural  areas  frequently  live  a considerable  distance 
from  health  services.  It  is  not  unusual  for  families  to  care  for  those  with 
chronic  illness  and  disability  at  home  with  or  without  the  advice  and  guidance 
of  a health  care  practitioner.  Older  people,  25  percent  of  the  overall  rural 
population,  have  less  education,  a higher  proportion  of  chronic  illness,  and 
higher  mortality  rates  in  comparison  to  urban  residents.  Most  older  persons 
live  in  the  community  and  are  not  in  need  of  institutional  care,  such  as 
nursing  homes;  however,  the  longer  a person  survives,  the  more  likely  there 
will  be  a need  for  such  care . Children  comprise  33  percent  of  the  total  rural 
population.  The  health  status  of  rural  children  has  been  difficult  to 
determine,  and  to  some  extent  it  appears  that  nonrural  child  health  data  have 
been  applied  to  rural  populations.  A high  proportion  of  women  who  receive 
inadequate  prenatal  care  reside  in  rural  communities,  and  they  are  more  likely 
to  be  minorities,  teenagers,  and  single  parents. 

SCOPE 

It  is  intended  that  the  science  that  develops  as  an  outcome  of  this 
announcement  will  build  on  existing  epidemiological  and  clinical  knowledge . 

In  addition,  it  is  anticipated  that  the  theoretical  and  empirical  base  will  be 
developed  for  understanding  the  health  problems  and  health  care  requirements 
of  vulnerable  rural  populations  and  for  determining  the  most  effective 
intervention  strategies  for  improved  patient  outcomes . It  should  be  noted 
that  studies  supported  under  this  program  need  to  show  evidence  of  an 
interdisciplinary  approach  to  the  science  and,  when  appropiate,  the  research 
team  should  be  interdisciplinary  in  background . Applications  from  all  regions 
of  the  nation  and  from  investigators  in  rural  areas  are  encouraged. 

Some  examples  of  important  research  topics  for  consideration  might  include, 
but  should  not  be  limited  to: 

o Examination  of  factors  related  to  health  seeking,  health  promoting, 
or  health  threatening  behaviors , including  those  that  influence 
accessing  health  care  resources ; 

o Investigation  of  strategies  for  the  prevention,  intervention,  and 
control  of  chronic  disease  and  disability  among  vulnerable  rural 
populations; 

o Evaluation  of  methods  of  primary  care  practice  and  the  effect  of 
primary  care  approaches  and  intervention  strategies , and  other 
community/public  health-based  care,  on  the  health  and  outcomes  of 
the  health  problems  of  vulnerable  rural  populations; 

o Investigation  of  the  processes  and  outcomes  of  providing  health 
care  in  the  home  to  vulnerable  populations ; 

o Analysis  of  the  continuity  of  care  approaches  used  to  support  the 
transition  of  rural  residents  as  they  move  among  the  various  levels 
of  health  care  services,  particularly  between  acute  care  hospitals 
or  nursing  homes  and  the  home; 

o Investigation  of  empirically  derived  nursing  practice  models 

targeted  to  one  or  more  of  the  vulnerable  populations  residing  in 
rural  areas  for  the  provision  of  community-based  primary  care  or 
institutionally-based  acute  or  long-term  patient  care . 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases , disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
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women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of 
the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the 
broadest  possible  representation  of  minority  groups.  However,  NIH  recognize 
that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority 
populations  (i.e..  Native  Americans  (including  American  Indians  or  Alaskan 
Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for 
studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  disease,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States’  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

MECHANISMS  OF  SUPPORT 

All  policies  and  requirements  that  normally  govern  the  research  grant  programs 
of  the  Public  Health  Service  apply.  The  particular  research  grant  mechanisms 
for  this  announcement  are  the  traditional  research  grant  award  (R01)  and  the 
First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29). 
Applications  for  research  training  are  encouraged  and  should  be  submitted 
under  the  usual  requirements  and  receipt  dates  for  the  NIH  Individual  National 
Research  Service  Awards  (F31,  F32,  & F33). 

APPLICATION  PROCEDURES  AND  REVIEW  CRITERIA 

Applications  should  be  submitted  on  the  standard  PHS  Form  398  (rev.  10/88). 
Application  forms  are  available  at  most  institutional  business  offices  and 
from  the  Division  of  Research  Grants,  NIH,  telephone  (301)  496-7441.  In  order 
to  expedite  the  application  routing  within  NIH,  please  (1)  check  the  box  #2  on 
the  face  page  indicating  that  your  application  is  in  response  to  this 
announcement  and  (2)  print  (next  to  the  checked  box)  "Rural  Health  Care: 
Vulnerable  Populations,  PA-91 -23."  Mail  the  completed  application  and  six 
copies  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 

Bethesda,  MD  20892XX 

Receipt  dates  for  applications  are  February  1,  June  1,  and  October  1. 
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Applications  will  be  reviewed  for  scientific  and  technical  merit  by  an 
appropriate  study  section  in  the  Division  of  Research  Grants.  Second  level 
review  will  be  conducted  by  an  appropriate  National  Advisory  Council . 


Applications  compete  on  the  basis  of  scientific  merit  with  all  other 
applications . Researchers  considering  an  application  in  response  to  this 


announcement  are  encouraged  to  discus 
grant  mechanisms  available , with  NCNR 

Correspondence  and  inquires  should  be 

Dr.  Patricia  Moritz,  or 

Dr . Maureen  Knippen 

Nursing  Systems  Branch 

National  Center  for  Nursing  Research 

Building  31 , Room  5B09 

Bethesda , MD  20892 

Telephone : (301 ) 496-0523 


their  project,  and  the  range  of  the 
staff  in  advance  of  formal  submission . 

directed  to: 

Jean  Carmody 

Center  for  General  Health 
Services  Research , AHCPR 
Maxima  Building,  Room  678 
Rockville,  MD  20852-4993 
Telephone : (301)  443-2080 


Another  NIH  component  that  has  research  programs  on  rural  health  separate  from 
this  announcement  that  potential  applicants  may  wish  to  contact  is  the 
National  Institute  of  Aging,  Social  and  Behavioral  Science  Program,  Dr . Ronald 
Abies,  (301)  496-3136.  In  addition,  the  National  Institute  of  Mental  Health 
supports  projects  to  study  mental  health  issues  in  rural  areas . This  program 
was  described  in  the  NIMH  Program  Announcement , Research  on  Mental  Disorders 
in  Rural  Populat ions , NIH  Guide  for  Grants  and  Contracts , Vol . 1 9 , No . 1 , 

April  27 , 1 990 . Contact  Dr . Charles  Windle , Services  Research  Branch,  NIMH , 
(301)  443-4233,  for  information. 


The  research  program  of  NCNR  is  described  in  the  Catalog  of  Federal  Domestic 
Assistance , No . 93-361 , Nursing  Research . Awards  are  under  authorization  of 
the  Public  Health  Service  Act , Title  IV , Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285 ; and  administered  under  PHS  grant 
policies  and  Federal  Regulations  42  CRF  Part  52  and  45  CRF  Part  74.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  1 2372 , or  to  Health  Systems  Agency  review,  April  6 , 1 988 . 


THE  UROLOGICAL  COMPLICATIONS  OF  DIABETES  MELLITUS 

PA:  PA-91 -24 

P.T.  34;  K.W.  0715075,  0785220,  0715125 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK), 
Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD ) , and  Division  of 
Diabetes , Endocrinology,  and  Metabol ic  Diseases  (DDEMD ) , announce  interest  in 
developing  a research  grants  program  in  the  urological  disorders  assoc iated 
with  diabetes  mellitus  (UDDM).  Areas  of  research  interest  within  this  area 
include , but  are  not  1 imited  to , basic  and  clinical  studies  of  diabetes 
related  disorders  of  bladder  function,  including  urinary  retention  and 
incontinence ; male  sexual  function,  especially  erectile  function ; infections 
of  the  urinary  tract  including  the  kidneys ; and  the  effect  of  diabetes 
mellitus,  in  general,  on  the  innervation  and  musculature  of  the  urinary  tract. 

INTRODUCTION 

Diabetes  mellitus  produces  significant  deleterious  effects  on  the  lower 
urinary  tract.  Urinary  bladder  dysfunction,  urinary  tract  infections  and 
erectile  impotence  occur  in  a significant  percentage  of  both  insulin  dependent 
and  non-insulin  dependent  diabetics . These  complications  are  rarely  mentioned 
in  studies  of  the  disease  and  have  been  less  frequently  investigated . The 
morbidity  and  health  care  expenditures  for  these  urologic  disorders  are 
extensive . If  left  untreated  or  undetected , these  urological  disorders  can 
lead  to  progressive  renal  failure , urinary  incont inence , urinary  retention, 
drug- resist ant  urinary  tract  infect  ions , and  abscesses  of  the  kidneys . 

OBJECTIVES  AND  SCOPE 

The  objective  of  this  announcement  is  to  increase  multidisciplinary  research 
into  the  urological  compl ic at ions  that  result  from  both  insulin  dependent 
(IDDM)  and  non-insulin  dependent  (NIDDM)  diabetes  mellitus.  Basic  and 
clinical  research  studies  utilizing  both  human  and  animal  and  cell  culture 
models  are  encouraged . The  comparison  of  the  pathobiology  of  urological 
disorders  with  other  known  disorders  of  diabetes  mellitus , to  gain  insight 
into  the  pathogenesis  of  urological  disorders , is  encouraged . Areas  of 
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research  that  are  applicable  to  this  announcement  include,  but  are  not  limited 
to : 

o the  epidemiology  of  UDDM 

o diagnostic  strategies  for  the  early  detection  of  clinical  changes 
associated  with  UDDM 

o effect  of  IDDM  and  NIDDM  on  penile  erectile  tissue 

o effect  of  IDDM  and  NIDDM  on  the  urinary  bladder  musculature, 

urothelium,  and  nervous  innervation 

o genetic,  molecular,  cellular,  and  immunological  abnormalities 
associated  with  diabetes  mellitus  as  expressed  in  urological 
tissues 

o diabetes  mellitus  and  urinary  tract  infections 

o sexual  differences  in  the  effect  of  diabetes  mellitus  on  the 

bladder,  including  the  role  of  hormones  in  these  differences 

o racial  differences  in  UDDM 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.. 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
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question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

MECHANISMS  OF  SUPPORT 

Applications  in  any  of  the  NIDDK  mechanisms  of  support  are  accepted. 

Especially  encouraged  are  the  Research  Project  Grant  (R01),  First  Independent 
Research  Support  and  Transition  Award  (R29),  National  Research  Service  Award 
(NRSA)  (F32),  and  Clinical  Investigator  Award  (K08). 

APPLICATION  PROCEDURES 

Applicants  must  use  the  standard  research  grant  application  form  PHS  398 
(revised  10/88)  or  the  appropriate  fellowship  application  forms  PHS  416-1 
(revised  7/88  or  4/89).  These  forms  are  available  from  the  Office  of 
Sponsored  Research  at  most  institutions  and  from  the  Division  of  Research 
Grants,  National  Institutes  of  Healthi,  Westwood  Building,  Room  449,  Bethesda, 
MD  2082. 

Receipt  dates  for  the  applications  are  listed  on  the  forms.  For  new  research 
projects  (R01  and  R29)  the  dates  are  February  1,  June  1,  and  October  1 and  for 
Clinical  Investigator  Award  applications.  Receipt  dates  for  NRSA  fellowship 
applications  are  January  10,  May  10,  and  September  10. 

To  identify  responses  to  this  announcement,  check  "yes"  and  list  the  title  and 
number  of  this  announcement  in  item  number  2 on  the  face  page  of  the 
application  form.  Use  the  mailing  label  provided  in  the  application  kit  and 
mail  the  signed  original  and  six  copies  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892XX 

Applications  will  be  reviewed  for  scientific  and  technical  merit  by 
appropriate  study  sections  comprised  primarily  of  non-federal  experts. 
Secondary  review  will  be  performed  by  the  appropriate  National  Advisory 
Council . 

Potential  applicants  are  strongly  advised  to  call  or  write  for  further 
information : 

Ralph  L.  Bain,  Ph.D. 

Acting  Director,  Urology  Program 
DKUHD/NIDDK 

National  Institutes  of  Health 
Federal  Building,  Room  102 
Bethesda,  MD  20892 
Telephone:  (301)  496-8248 

or 

Joan  T.  Harmon,  Ph.D. 

Executive  Director,  Diabetes  Research  Program,  DPB 
DDEMD , NIDDK 

National  Institutes  of  Health 
Westwood  Building,  Room  622 
Bethesda,  MD  20892 
Telephone:  (301)  496-7731 

These  programs  are  described  in  the  Catalog  of  Federal  Domestic  Assistance 
Nos.  93.849,  93.847.  Awards  will  be  made  under  the  authority  of  the  Public 
Health  Service  Act,  Section  301  (42  USC  241)  and  administered  under  PHS  grant 
policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This 
program  is  not  subject  to  Health  Systems  Agency  review. 

XXTHE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS:  5333  Westbard  Avenue,  Bethesda,  MD  20816 


NIH  GUIDE  - Vol . 20,  No.  6,  February  8,  1991  - Page  19 


NOTICE  OF  MEETING 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS" 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration 
(FDA)  are  continuing  to  sponsor  a series  of  workshops  on  the  responsibilities 
of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are 
open  to  everyone  with  an  interest  in  research  involving  human  subjects.  The 
meetings  should  be  of  special  interest  to  those  persons  currently  serving  or 
about  to  begin  serving  as  a member  of  an  IRB . Issues  discussed  at  these 
workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The 
current  schedule  includes  the  following: 

I.  MIDEAST  WORKSHOP 

DATES:  March  4-5,  1991 

WORKSHOP  SITE: 

Friday  Center 

Laurel  Hill  Parkway 

Chapel  Hill,  NC  27599-1020 

SPONSORS: 

University  of  North  Carolina  at  Chapel  Hill 

300  Bynum  Hall 

Chapel  Hill,  NC  27599-4100 

Shaw  University 
118  E.  South  Street 
Raleigh,  NC  27611 

REGISTRATION  CONTACT: 

Mr . A1  Dawson 
Director 
Friday  Center 
Laurel  Hill  Parkway 
C.  B.  1020 

Chapel  Hill,  NC  27599-1020 
Telephone:  (919)  962-1106 

TOPIC:  "Interpreting  the  Federal  Code  for  the  Protection  of  Human  Subjects" 

II.  MIDWEST  WORKSHOP 

DATES:  April  11-12,  1991 

WORKSHOP  SITE: 

Ramada  Inn,  Lakeshore 
4900  South  Lake  Shore  Drive 
Chicago,  IL  60615 

SPONSORS: 

University  of  Chicago 
970  East  58th  Street 
Chicago,  IL  60637 

Chicago  State  University 
95th  Street  at  King  Drive 
Chicago,  IL  60628 

REGISTRATION  CONTACT: 

Mr.  Arnold  L.  Aronoff 
Associate  Director 

Faculty  and  Administrative  Services 

University  Research  Administration 

University  of  Chicago 

970  East  58th  Street 

Chicago,  IL  60637 

Telephone:  (312)  702-8669 
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TOPIC:  "Cultural  Diversity,  Ethics,  and  Research:  A Workshop  on  Human 

Subject  Protection" 

NIH/FDA  have  planned  national  human  subject  protections  workshops  in  other 
parts  of  the  United  States . For  further  information  regarding  these  workshops 
contact : 

Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockville  Pike 

Building  31 , Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


XKTHE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  Maryland  20816 


*U.S.G.P. 0:1991-281-826:20032 
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Fogarty  International  Center 
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NOTICES 


INCREASED  STIPENDS  FOR  JUNIOR  AND  SENIOR  APPOINTEES  TO  MINORITY  ACCESS 

TO  RESEARCH  CAREERS  HONORS  UNDERGRADUATE  RESEARCH  TRAINING  GRANTS 

P.T.  44;  K.W.  0720005,  1014006 
National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

Effective  October  1,  1990,  the  annual  stipend  level  for  all  juniors  and 
seniors  receiving  support  through  the  Minority  Access  to  Research  Careers 
(MARC)  Honors  Undergraduate  Research  Training  Grants  made  under  Section  487  of 
the  Public  Health  Service  Act  will  increase  3.5  percent  to  $6,732  per  year. 

Stipend  level  adjustments  can  be  made  only  on  the  appointment  date  of  the 
trainee.  These  stipend  levels  are  effective  only  for  awards  made  beginning 
with  FY  1991  funds;  no  retroactive  adjustments  or  supplementation  of  stipends 
may  be  made  with  MARC  funds  for  awards  made  prior  to  October  1,  1990,  or  for 
any  appointment  made  to  a grant  made  with  FY  1990  funds.  These  stipends  apply 
only  to  juniors  and  seniors  on  awards  made  under  the  MARC  Honors  Undergraduate 
Program . 

The  new  stipend  levels  are  to  be  used  in  the  preparation  of  future  MARC 
institutional  training  applications.  They  will  be  administratively  applied  to 
all  applications  now  in  the  review  process. 


WORLD  AIDS  FOUNDATION 

P.T.  44;  K.W.  0715008,  0502000 

Fogarty  International  Center 

The  World  AIDS  Foundation  (WAF),  jointly  sponsored  by  the  U.S.  Department  of 
Health  and  Human  Services  and  the  Institut  Pasteur  of  Paris,  France,  announces 
its  intent  to  support  research  and  education  relating  to  AIDS  in  the 
developing  world.  The  goal  of  the  WAF  is  to  facilitate  information  exchange 
and  to  assist  developing  countries  to  respond  to  the  AIDS  pandemic. 

The  WAF  is  particularly  interested  in  projects  that  are  catalytic,  and,  once 
in  place,  could  have  a multiplicative  effect.  The  WAF  is  specifically 
interested  in  supporting: 

A)  short-term,  in-country  training  for  clinicians,  allied  health 
professionals,  and  technicians; 

B)  fellowships  to  support  training  for  national  experts; 

C)  development  and  testing  of  new  concepts  and  demonstrations  for 
preventing  the  spread  of  HIV;  and 

D)  highly  focused  workshops  that  enhance  the  scientific  process  and 
transfer  knowledge  needed  in  the  effort  against  HIV  infections  and 
AIDS. 

The  limit  of  any  single  funding  request  to  the  WAF  is 

$200,000  . 

Application  Procedures: 

Concept  letters  and  applications  may  be  prepared  in  either  English  or  French. 
Applicants  should  submit  concept  letters  for  initial  consideration.  Following 
review  of  concept  letters,  applicants  may  be  invited  to  submit  complete 
proposals.  The  annual  deadline  for  receipt  of  concept  letters  is  April  1. 

Concept  letters,  full  applications,  and  inquiries  concerning  the  programs  of 
the  WAF  should  be  directed  to  either: 

World  AIDS  Foundation 

Assistant  Secretary  for  Health 

c/o  Director,  Fogarty  International  Center 

National  Institutes  of  Health 

Building  31 , Room  B2C39 

Bethesda,  MD  20892 

U.S. A. 


or 
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World  AIDS  Foundation 
c/o  Director 
Inst itut  Pasteur 
28  rue  du  Docteur  Roux 
75724  Paris,  Cedex  15 
FRANCE 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


MUCOSAL  IMMUNIZATION  RESEARCH  GROUP 

RFP  AVAILABLE:  NIH-NIAID-DMID-9 1 -31 
P.T.  34;  K.W.  0710070,  0740023 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Enteric  Diseases  Branch,  Division  of  Microbiology  and  Infectious  Diseases, 
National  Institute  of  Allergy  and  Infectious  Diseases,  requires  one  Mucosal 
Immunization  Research  Group  (MIRG).  The  MIRG  conducts  preclinical  research  in 
animals  to  test  and  develop  novel  strategies  for  mucosal  immunization  against 
a variety  of  infectious  agents.  This  work  includes  basic  mucosal  immunology 
as  well  as  applied  research  on  antigen  delivery  and  immune  enhancement. 

RFP-NIH-NIAID-DMID-91 -31  will  be  available  on  or  about  February  19,  1991. 
Responses  are  due  April  19,  1991. 

It  is  estimated  that  a level -of -effort  contract  will  be  awarded  with 
incremental  funding  over  a period  of  five  C 5 ) years.  Any  responsible  offeror 
may  submit  a proposal  that  will  be  considered  by  the  Government. 

To  receive  a copy  of  this  RFP,  please  supply  this  office  with  two 
self-addressed  mailing  labels.  All  inquiries  must  be  in  writing  and  addressed 
to  the  office  below: 

Mr . Carl  Henn 

Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institutes  of  Health 

Control  Data  Building,  Room  326P 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

This  advertisement  does  not  commit  the  Government  to  make  an  award. 


ROLE  OF  ENHANCED  CELL  PROLIFERATION  IN  CHEMICAL  CARCINOGENESIS 

RFP  AVAILABLE:  NIH-ES-91-14 

P.T.  34;  K.W.  0715035,  0710040,  0755010,  0755020 
National  Institute  of  Environmental  Health  Sciences 

The  purpose  of  this  contract  is  to  provide  the  Government  with  the  skills, 
experience,  and  facilities  to  perform  experiments  addressing  the  role  of 
enhanced  cell  proliferation  in  chemical  carcinogenesis.  Studies  designed  to 
assess  the  extent  of  cell  proliferation  and  cell  death  in  rats  and  mice  will 
be  performed  under  similar  conditions  as  the  carcinogenicity  studies  of  each 
chemical  being  evaluated  ( e . g . , animal  species  and  strain,  route  of  exposure, 
dose,  diet,  environmental  conditions).  Standardized  procedures  will  be 
utilized  for  necropsy  and  histology,  clinical  chemistry,  immunohist ochemistry , 
histopathological  evaluations  of  stained  tissue  sections,  stereological 
analyses  of  altered  hepatic  foci,  and  cell  proliferation  analyses  using 
osmotic  minipumps  to  deliver  the  DNA  precursor  label.  It  is  expected  that  the 
results  of  these  studies  will  provide  greater  insight  on  the  role  of 
chemically  enhanced  cell  proliferation  in  chemical  carcinogenesis  and  will 
provide  guidance  for  risk  assessment  processes  in  determining  how 
carcinogenicity  data  obtained  in  animal  models  should  be  extrapolated  to 
assess  the  risk  of  human  cancer  due  to  exposure  to  nongenotoxic  chemicals. 

The  RFP  for  this  5-year  competitive  procurement  will  be  released  on  or  about 
February  25,  1991,  and  responses  will  be  due  by  April  11,  1991.  All 
responsible  sources  may  submit  a proposal  that  shall  be  considered.  The 
Institute  plans  to  make  one  award  from  this  solicitation. 
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Requests  must  reference  RFP  N1H-ES-91-14  and  must  be  forwarded  to; 

National  Institute  of  Environmental  Health  Sciences 
Contracts  and  Procurement  Management  Branch 
ATTN:  Thomas  M.  Hardee,  Contracting  Officer 

79  T.W.  Alexander  Drive,  4401  Building 
P.0.  Box  12874 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7893 


NON-HUMAN  PRIMATE  MODE L TO  STUDY  THE  EFFECTS  OF  VACCINES  IN  PREGNANT  FEMALES 

AND  THEIR  OFFSPRING 

RFP  AVAILABLE:  NIH-NIAID-DMID-9 1 -34 

P.T.  34;  K.W.  0755020,  0740075,  0775020,  0715125 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Respiratory  Diseases  Branch,  Division  of  Microbiology  and  Infectious 
Diseases,  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  has  a 
requirement  to  develop  and  characterize  a non-human  primate  animal  model 
system  to  study  the  effects  of  vaccination  of  pregnant  females  on  their 
offspring.  The  long-term  goal  of  the  research  is  to  gather  evidence  for  the 
safety  and  efficacy  of  maternal  immunization  during  pregnancy  for  the 
protection  of  the  newborn  by  placentally  transferred  antibody  against  frequent 
infant  pathogens.  The  purpose  of  this  research  effort  would  be  to  provide 
baseline  information,  using  a primate  model,  on  several  candidate  vaccines  for 
the  maternal  immunization  approach.  The  theory  is  that  bacterial,  or  viral 
antigens  (e.g.,  type-specific  capsular  polysaccharides  of  GBS  and  Hib  or 
purified  surface  proteins  of  RSV)  can  protect  against  systemic  infection,  and 
that  antibody  elicited  by  vaccination  of  women  could  confer  protection  to 
their  infants  through  placental  transfer.  Maternal  immunization  could 
therefore  be  viewed  as  an  approach  that  might  provide  short-term  passive 
immunity,  obviating  the  need  for  neonatal  immunization  when  it  is  less  likely 
to  be  effective.  Indeed,  there  is  circumstantial  evidence  that  placentally 
transferred  natural  maternal  antibody  can  afford  protection  to  the  offspring 
against  infection  with  Group  B Streptococcus  types  III,  lb,  and  la  Hib,  E. 
coli  K1 , N.  meningitidis  groups  A and  C,  and  RSV.  Passive  protection  of 
newborns  for  the  first  few  months  of  life  would  bring  them  into  age  range 
where  subsequent  vaccination  could  stimulate  effective  immunity . 

This  NIAID-sponsored  project  will  take  approximately  five  (5)  years  to 
complete.  One  cost -reimbursement  level  of  effort  contract  is  anticipated  and 
that  one  award  will  be  made.  This  is  an  announcement  for  an  anticipated 
Request  for  Proposals  (RFP).  RFP-NIH-NIAID-DMID-9 1 -34  shall  be  issued  on  or 
about  February  15,  1991,  with  a closing  date  tentatively  set  for  April  9, 

1991  . 

Request  for  the  RFP  shall  be  directed  in  writing  to: 

Phillip  Hastings 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institutes  of  Health 
Control  Data  Building,  Room  326P 
6003  Executive  Blvd. 

Bethesda , MD  20892 

To  receive  a copy  of  the  RFP,  please  supply  this  office  with  two-self 
addressed  mailing  labels.  All  responsible  sources  may  submit  a proposal  that 
will  be  considered.  All  requests  must  be  in  writing.  This  advertisement  does 
not  commit  the  Government  to  award  a contract. 


COLLECTION  AND  TAXONOMY  OF  SHALLOW  WATER  MARINE  ORGANISMS 

RFP  AVAILABLE:  NCI-CM-27704-30 

P.T.  34;  K.W.  0780005,  0740012,  0740020 

National  Cancer  Institute 

The  National  Cancer  Institute  (NCI),  Division  of  Cancer  Treatment  (DCT), 
Developmental  Therapeutics  Program  (DCT),  wishes  to  establish  a contract  for 
the  collection  and  identification  of  marine  organism  samples  from  the 
Indo-Pacif ic  region,  for  evaluation  as  sources  of  potential  antineoplastic  and 
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anti-AIDS  agents,  with  the  ultimate  goal  being  the  discovery  of  novel 
structural  types  that  can  he  developed  for  the  selective  treatment  of  cancer 
and  AIDS  in  humans.  The  successful  offerors  will  be  expected  to  provide 
qualified  personnel,  materials,  and  equipment  for  the  collection, 
identification,  storage,  and  shipping  of  1000  marine  samples  per  year  to  an 
NCI  designated  extraction  facility.  Collections  will  comprise  approximately 
0.3-1. 5 kg  (wet  weight)  of  each  sample,  collected  from  depths  safely  accessed 
by  SCUBA  techniques , and  each  sample  will  be  identified  as  far  as  possible  at 
the  tame  of  delivers*'.  Properly  prepared  voucher  specimens  of  each  organism 
will  be  collected  for  the  purposes  of  unambiguous  identification  and  for 
permanent  deposition  at  a minimum  of  two  (2)  repositories  designated  by  the 
NCI.  The  contractor  will  be  expected  to  provide  detailed  documentation, 
including  complete  identification  of  each  sample  collected. 

The  collection  team  should  include  qualified  taxonomists,  personnel 
experienced  in  SCUBA  techniques  and  marine  organism  collection.  The  Principal 
Investigator  should  be  trained  in  marine  biology,  or  a related  field,  and  have 
at  least  five  (5)  years  of  experience  in  marine  organism  collection  and 
identification.  It  is  anticipated  that  recollections  of  up  to  50  marine 
samples  per  year,  in  quantities  of  10-50  kg,  will  be  required.  The  number  of 
initial  small-scale  collections  will  be  reduced  in  proportion  to  the  number 
and  size  of  the  large-scale  recollections  undertaken.  Collections  will 
include  species  from  as  wide  a variety  of  families  and  phyla  as  possible.  The 
collection  will  be  heavily  weighted  for  invertebrates  with  allowance  for  up  to 
approximately  20  percent  marine  plants  and  with  the  specific  exclusion  of 
vertebrates.  A list  of  species  and  genera  extensively  screened  by  NCI  will  be 
provided  in  order  to  aid  in  the  determination  of  priorities  in  the  collection 
program  to  the  successful  contractor.  The  contractor  will  be  responsible  for 
obtaining  all  necessary  permits  including  visas,  collecting,  shipping  and 
export  permits  from  foreign  governments  and  agencies,  for  delivery  of  samples 
and  voucher  specimens  to  facilities  in  the  United  States.  Where  necessary, 
the  Government  will  provide  letters  of  support.  This  is  a recompetition  of  a 
contract  with  the  Australian  Institute  of  Marine  Science.  The  Institute  plans 
to  make  one  award  from  this  solicitation. 

RFP  No,  NCI-CM-27704-30  will  be  issued  on  or  about  February  25,  1991,  and 
proposals  will  be  due  approximately  April  12,  1991. 

Copies  of  the  RFP  may  be  obtained  by  sending  a written  request  to: 

Ms.  Elsa  B . Carlton,  Contract  Specialist 

National  Institutes  of  Health 

National  Cancer  Institute 

Research  Contracts  Branch,  TCS 

Executive  Plaza  South,  Room  603 

9000  Rockville  Pike 

Bethesda,  MB  20892 


MOLECULAR  ANALYSES  OF  RADIATION- INDUCED  GENETIC  DAMAGE 
RFA  AVAILABLE:  CA-91-07 

P.T.  34;  K.W.  1002028,  0725015,  1002019,  1002004 
National  Cancer  Institute 
Application  Receipt  Date:  May  24,  1991 
INTRODUCTION 

The  Division  of  Cancer  Etiology  of  the  National  Cancer  Institute  invites 
applications  from  interested  investigators  for  molecular  studies  on  the 
mutagenic  effects  of  ionizing  radiation  on  mammalian  DNA,  in  vitro  and  in 
vivo  . 

RESEARCH  GOALS  AND  SCOPE 

The  purpose  of  this  Request  for  Applications  (RFA)  is  to  encourage  research  to 
characterize  the  distributions  of  mutations  induced  in  the  DNA  of  mammalian 
cells  exposed  to  ionizing  radiations.  The  objective  will  be  the  quantitative 
analyses  of  mutations  by  their  location  and  frequency  of  occurrence  in  defined 
DNA-targets  (or  chromosomal  locations  for  large-scale  genetic  events)  with 
sufficient  sensitivity  to  be  applied  directly  to  small  populations  of  somatic 
cells.  Primary  emphasis  should  be  placed  on  basic  studies  with  cultured 
mammalian  cells,  including  human  cells.  Such  research  could  involve  a variety 
of  genetic  endpoints  and  techniques  including  the  use  of  specific  gene 
targets,  repetitive  DNA  sequences,  and  chromosome-specific  DNA  probes. 
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This  RFA  will  permit  a wide  range  of  research  activities,  including,  but  not 
limited  to,  the  following  studies: 

o To  determine  if  mutation  spectra  based  on  point  mutations, 
deletions,  and/or  other  mutational  endpoints  may  be  uniquely 
characteristic  of  exposure  to  radiation  and  can  be  used  to 
discriminate  between  cellular  exposures  to  the  different  forms  of 
ionizing  radiation,  between  exposures  to  ionizing  radiations  versus 
exposure  to  other  types  of  mutagens,  or  between  mutations  induced 
by  exposure  to  ionizing  radiation  and  those  of  spontaneous  origin . 

o To  determine  the  feasibility  and  merit  of  amplifying  mutations 
directly  from  somatic  cells  without  using  genetic  selection  and 
subculturing  to  amplify  mutated  DNA  for  molecular  analyses.  In 
vivo  studies  should  consider  the  possible  complications  that  may 
result  from  clonal  expansion  of  mutations  in  progenitor  cells  into 
populations  of  somatic  cells. 

o To  investigate  mutational  responses  in  radiation-exposed  somatic 
cells  as  functions  of  varying  doses  and  dose  rates. 

o To  compare  and  validate  radiation-induced  mutation  spectra  obtained 
with  cultured  cells  exposed  in  vitro  with  mutation  spectra  obtained 
from  somatic  cells  exposed  in  vivo. 

IV.  MECHANISM  OF  SUPPORT 

This  program  will  be  supported  through  the  National  Institutes  of  Health  (NIH) 
traditional  research  project  grant  (R01).  The  intent  of  this  research 
initiative  is  to  fund  approximately  6 individual  research  grants,  with  total 
program  costs  not  to  exceed  $950,000  for  the  first  year. 

Copies  of  the  RFA  may  be  obtained  from: 

Dr.  R.A.  Pelroy,  Ph . D . 

Radiation  Effects  Branch 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  530 
9000  Rockville  Pike 
Bethesda , MD  20892 
Telephone:  (301)  496-9326 


PREDOCTORAL  FELLOWSHIP  AWARDS  FOR  MINORITY  STUDENTS 


RFA:  GM-91-01 

P.T.  22,  FF:  K.W.  0720005,  1014002 
National  Institute  of  General  Medical  Sciences 
Application  Receipt  Date:  May  10,  1991 

PURPOSE  AND  BACKGROUND  INFORMATION 

The  National  Institute  of  General  Medical  Sciences  (NIGMS)  is  accepting 
applications  for  individual  National  Research  Service  Award  (NRSA)  Predoctoral 
Fellowships  for  Minority  Students.  This  program  will  provide  fellowships  for 
up  to  5 years  of  support  for  research  training  leading  to  either  the  Ph . D . 
degree  or  the  combined  M.D./Ph.D.  degrees  in  the  biomedical  sciences  for 
highly  qualified  students  from  underrepresented  minority  groups.  Support  is 
not  available  for  individuals  enrolled  in  medical  or  other  professional 
schools,  unless  they  are  enrolled  in  a combined  M.D./Ph.D.  degree  program  in 
biomedical  research. 

Since  1981,  the  Minority  Access  to  Research  Careers  (MARC)  Program  of  NIGMS 
has  had  a Predoctoral  Fellowship  Program  that  provides  support  for  graduates 
of  its  various  MARC  Honors  Undergraduate  Research  Training  programs  to  attend 
graduate  school  in  the  biomedical  sciences.  The  intent  of  the  new  NIGMS 
Minority  Predoctoral  Fellowship  Program  is  to  make  graduate  fellowships 
available  to  underrepresented  minority  graduates  from  all  institutions, 
including  the  many  minority  undergraduate  students  who  have  participated  in 
other  NIH- sponsored  programs  preparing  them  for  research  careers.  It  is 
anticipated  that,  in  this  way,  the  number  of  applicants  will  be  greatly 
increased,  thus  fulfilling  the  goal  of  increasing  the  number  of  minority 
students  trained  to  pursue  careers  in  biomedical  research. 
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ELIGIBILITY  REQUIREMENTS 


Eligibility  for  these  awards  is  limited  to  students  who  are  U.S.  citizens, 
non-citizen  nationals,  and  permanent  residents  from  ethnic/racial  groups  that 
are  underrepresented  in  research  in  the  biomedical  sciences.  An  applicant 
must  currently  be  enrolled  in  a Ph . D . or  M.D./Ph.D.  graduate  program  in  the 
biomedical  sciences  or  have  been  accepted  by  and  agreed  to  enroll  in  such  a 
graduate  program  the  following  academic  year.  For  the  purpose  of  this 
announcement,  underrepresented  minority  students  are  defined  as  individuals 
belonging  to  a particular  ethnic  or  racial  group  that  has  been  determined  by 
the  applicant's  graduate  institution  to  be  underrepresented  in  biomedical  or 
behavioral  research  at  that  institution.  In  making  these  awards,  the  NIH  will 
give  priority  consideration  to  applications  from  Black,  Hispanic,  Native 
American,  and  Pacific  Islander  and  other  ethnic  or  racial  group  members  who 
have  been  found  to  be  underrepresented  in  biomedical  or  behavioral  research 
nationally . 

MECHANISM  OF  SUPPORT 

This  Request  for  Applications  (RFA)  solicits  applications  for  National 
Institutes  of  Health  (NIH)  individual  fellowships  under  the  auspices  of  the 
National  Research  Service  Award  Act.  Prospective  student  applicants  are 
strongly  advised  to  seek  the  assistance  of  their  research  advisor  or  graduate 
program  director  in  preparing  the  application.  Except  as  otherwise  stated  in 
this  RFA,  awards  will  be  administered  under  the  PHS  Grants  Policy  Statement 
and  the  Guidelines  for  National  Research  Service  Awards. 

For  FY  1991,  approximately  $1.5  million  is  available  for  this  RFA.  50  to  75 
fellowship  awards  are  anticipated,  if  sufficient  numbers  of  high  quality 
applications  are  received . The  total  period  of  fellowship  support  requested 
in  response  to  this  RFA  may  not  exceed  5 years . Continuation  of  the  award 
beyond  the  first  year  is  based  on  evidence  of  satisfactory  progress  in  a 
graduate  program  by  the  appl icant . 

The  receipt  date  for  applications  is  May  10,  1991.  The  NIGMS  will  announce 
subsequent  rece ipt  dates  at  a later  t ime . 

STIPENDS  AND  OTHER  EXPENSES 

The  annual  stipend  for  this  Minority  Predoctoral  Fellowship  is  $8,800.  This 
stipend  is  provided  to  help  meet  the  fellow T s living  expenses . A tuition  and 
fee  allowance  is  paid  in  accordance  with  NIH  policy . Also  provided  annually 
is  a $2,000  inst itut ional  allowance  that  may  be  used  for  travel  to  scientific 
meetings  as  well  as  for  laboratory  and  other  expenses . 

PAYBACK  REQUIREMENTS 

Before  individuals  can  receive  an  NRSA  fellowship , they  must  sign  an  agreement 
that  they  will  fulfill  the  payback  requirements  legislatively  mandated  under 
the  NRSA . Recipients  must  agree  to  engage  in  health-related  biomedical  or 
health-related  behavioral  research  and/or  teaching  for  a period  equal  to  the 
period  of  NRSA  support  in  excess  of  1 2 months . Details  are  found  in  Part  V of 
the  application  instructions  (PHS  416-1). 

REVIEW  PROCEDURE 

Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for  completeness  and 
responsiveness  to  this  announcement . Incomplete  or  non-re sponsive 
applications  will  be  returned  to  the  applicant  without  further  consideration . 
Appl icat ions  that  are  complete  and  responsive  will  be  evaluated  for  sc ient if ic 
merit  and  training  potential  in  accordance  with  the  criteria  stated  below  by 
an  appropriate  peer  review  group  convened  by  the  NIGMS . Appl icat ions  may  be 
subjected  to  prel iminary  review  to  determine  their  merit  relat ive  to  other 
applications  received  in  response  to  this  RFA . The  NIH  will  administrat ively 
withdraw  from  competition  those  applications  judged  to  be  noncompet it ive  and 
notify  the  applicant  of  such  withdrawal.  Those  applications  judged  to  be 
competitive  will  undergo  further  scientific  merit  review . The  second  level  of 
review  will  be  provided  by  the  NIGMS  Fellowship  Overview  Group . 

REVIEW  CRITERIA 

The  review  criteria  include : 

o academic  record  and  research  experience  of  the  applicant; 

o quality  of  the  graduate  program  in  which  the  applicant  is  already 
enrolled  or  plans  to  enroll; 


NIH  GUIDE  - Vol . 20,  No.  7,  February  15,  1991  - Page  6 


o qualifications  and  research/research  training  experience  of  the 
mentor  (for  advanced  graduate  students);  and 

o scientific  significance  and  originality  of  proposed  research  (for 
advanced  graduate  students). 

METHOD  OF  APPLYING 

The  fellowship  application  form  PHS  416-1  (revised  4/89)  must  be  used  in 
applying  for  these  grants.  These  forms  are  available  at  most  university 
business  offices;  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Westwood 
Building,  Room  449,  Bethesda,  Maryland  20892;  and  from  the  NIH  program 
administrators  named  below. 

The  applicant  MUST  follow  all  instructions  in  the  application.  In  addition, 
the  application  MUST  include  each  of  the  following: 

o an  official  copy  of  the  results  of  either  the  Graduate  Record  Examination  or 
the  Medical  College  Admission  Test  (for  M.D./Ph.D.  applicants). 

o an  official  copy  of  the  applicant's  undergraduate  transcript  and,  if 
applicable,  an  official  copy  of  the  applicant's  graduate  transcript. 

o a description  of  the  graduate  or  combined  degree  program  in  which  the 
applicant  either  is  enrolled  or  has  been  admitted  (Item  29a). 

The  Research  Proposal,  Item  29b,  should  be  completed  only  by  students  who  have 
developed  thesis  research  plans. 

A statement  supporting  this  application  prepared  by  the  applicant's  research 
advisor  (if  selected)  or  the  graduate  training  program  director  must  be 
included  in  Items  33-37.  In  addition.  Item  35  must  include  (1)  certification 
that  the  applicant  has  been  accepted  into  the  graduate  training  program  and 
(2)  a statement  establishing  the  eligibility  of  the  underrepresented  minority 
individual  for  support  under  this  program,  including  information  on 
citizenship/residency  status.  Include  in  Item  33  the  applicable  tuition. 

In  Item  1 of  the  face  page  ("TITLE  OF  RESEARCH  TRAINING  PROPOSAL"),  type 
MINORITY  PREDOCTORAL  FELLOWSHIP  PROGRAM  - NIGMS.  In  Item  3 of  the  face  page 
("PROGRAM  ANNOUNCEMENT  AREA"),  type  RFA  GM-91-01.  Failure  to  carry  out  these 
instructions  could  result  in  delayed  processing  of  the  application  that  would 
preclude  the  possibility  of  receiving  a grant  award. 

Submit  a signed,  typewritten  original  of  the  application  (including  the 
Checklist,  Personal  Data  form,  at  least  three  sealed  reference  letters,  and 
all  other  required  materials)  and  two  (2)  signed,  exact,  clear,  single-sided 
photocopies  of  the  application,  in  one  package  to; 

DIVISION  OF  RESEARCH  GRANTS 
National  Institute  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Applications  must  be  received  by  May  10,  1991.  If  an  application  is  received 
after  that  date,  it  will  be  returned  to  the  applicant. 

If  the  application  submitted  in  response  to  this  RFA  is  substantially  similar 
to  a research  grant  application  already  submitted  to  the  NIH  for  review,  but 
has  not  yet  been  reviewed , the  applicant  will  be  asked  to  withdraw  either  the 
pending  application  or  the  new  one . Simultaneous  submission  of  ident ical 
appl icat ions  will  not  be  allowed,  nor  will  essent ially  identical  applications 
be  reviewed  by  different  review  committees . Therefore , an  appl icat ion  cannot 
be  submitted  in  response  to  this  RFA  that  is  essent ially  ident ical  to  one  that 
has  already  been  reviewed.  This  does  not  preclude  the  submission  of 
substantial  revisions  of  appl icat ions  already  reviewed,  but  such  applications 
must  include  an  introduction  addressing  the  previous  crit ique . 

APPLICATIONS  SUBMITTED  WITHOUT  THE  REFERENCE  LETTERS  WILL  BE  RETURNED  WITHOUT 
REVIEW. 

INQUIRIES 

Written  or  telephone  inquiries  concerning  this  RFA  are  encouraged  and  should 
be  directed  to: 
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Dr.  John  C.  Norvell 
Westwood  Building 
Room  907 

National  Institute  of 


or 


Dr.  Classie  Hoyle 
Westwood  Building 
Room  950 

National  Institute  of 
GeneraJL  Medical  Sciences 
Bethesda,  MD  20892 
Telephone:  (301)  496-7941 


General  Medical  Sciences 
Bethesda,  MD  20892 
Telephone:  (301)  496-7260 


SCHEDULE 

Application  Receipt  Date:  May  10,  1991 
Initial  Review:  June/July  1991 
Secondary  Review:  August  1991 
Anticipated  Award  Date:  September  1991 

Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title 
IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  288  and 
285)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR 
Part  66.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


BASIC  RESEARCH  ON  OSTEOPOROSIS 

RFA  AVAILABLE:  AR-91-02 

P.T.  34;  K.W.  0705050,  0785050,  0760020,  0765030,  0760025,  0760075 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Application  Receipt  Date:  May  15,  1991 

BACKGROUND 

Osteoporosis,  a condition  in  which  bone  mass  is  low,  represents  a major  public 
health  problem  in  the  United  States,  exacting  an  enormous  societal  toll 
annually  in  morbidity  and  mortal ity . It  affects  more  than  24  million 
Americans  and  is  responsible  for  at  least  1.3  million  fractures  each  year. 
Moreover,  the  frequency  of  osteoporosis  and  osteoporosis-related  fractures  is 
expected  to  increase  with  the  expansion  of  the  elderly  population  in  the 
upcoming  decades. 

Bone  remodeling  is  regulated  by  a complex  interplay  of  bone  cells  and  factors 
that  modulate  the  growth  and  functional  activity  of  the  cells.  Although  there 
has  been  an  explosion  of  information  on  the  nature  of  the  bone  forming  and 
bone  resorbing  cells  and  numerous  bone-active  factors  have  been  identified, 
the  regulation  of  bone  remodeling  by  mechanical,  endocrine,  and  local  factors, 
especially  as  they  relate  to  osteoporosis,  remains  poorly  understood. 

Following  a national  scientific  conference  on  RESEARCH  ADVANCES  IN 
OSTEOPOROSIS  in  February  1990,  a meeting  of  leaders  in  basic  and  clinical 
osteoporosis  research  met  to  develop  future  research  directions  and 
opportunities.  These  research  directions  became  part  of  a report  that  was 
requested  last  year  by  the  Senate  Appropriations  Committee.  The  Report  on 
HHS-wide  Research,  Education,  and  Health  Promotion  Activities  in  Osteoporosis 
also  contained  information  on  the  status  of  current  research  in  osteoporosis 
throughout  the  Department  of  Health  and  Human  Services.  A copy  of  this  report 
may  be  requested  by  contacting  Dr.  Joan  McGowan  at  the  address  listed  below. 

As  follow-up  to  the  report  to  the  Senate  Appropriations  Committee  and  to  be 
responsive  to  current  congressional  interest  and  support  for  osteoporosis 
research,  a Request  for  Applications  (RFA)  has  been  issued  to  solicit 
applications  in  the  particular  areas  of  basic  research  in  bone  biology  that 
are  specifically  and  directly  applicable  to  osteoporosis. 

RESEARCH  GOALS  AND  SCOPE 

Some  of  the  basic  research  areas  that  were  identified  as  highly  promising 
research  opportunities  are:  (1)  the  effect  of  local  and  systemic  growth 

regulators  and  osteoinductive  factors  on  bone  metabolism  relevant  to 
osteoporosis;  (2)  the  development  of  animal  and  cell  culture  models  for 
osteoporosis;  (3)  the  role  of  mechanical/gravit at ional  stress  in  maintaining 
bone  mass  and  preventing  bone  loss;  (4)  studies  of  the  mechanism  of  action  on 
bone  of  factors  with  therapeutic  potential,  such  as  fluoride,  estrogen,  and 
other  hormones,  bisphosphonates ; (5)  the  roles  of  bone  architecture  and 

strength  in  osteoporotic  fractures;  and  (6)  identification,  characterization, 
and  molecular  mechanisms  of  action  of  receptors  for  hormones,  growth  factors, 
and  cytokines  active  in  bone  cells  and  relevant  to  the  etiology  of 
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osteoporosis.  Applications  addressing  other  topics  directly  and  specifically 
pertinent  to  osteoporosis  and  osteoporosis-induced  fractures  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  RFA  will  be  the  the  tradit ional , 
investigator-initiated  research  grant  (R01).  Approximately  $2 >000, 000  in 
total  costs  per  year  for  three  to  five  years  will  be  committed  by  the  National 
Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NIAMS), 
specifically  to  fund  applications  that  are  submitted  in  response  to  this  RFA. 
The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
will  provide  additional  funds  to  support  approximately  two  projects.  The 
National  Institute  on  Aging  may  receive  secondary  assignment  on  appropriate 
applications . 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  will  be  reviewed  initially  by  the  Division  of  Research  Grants  for 
completeness  and  will  be  assigned  to  a special  NIAMS  review  group.  Evaluation 
for  responsiveness  to  the  RFA  is  an  NIAMS  and  NIDDK  program  staff  function. 
Applications  that  are  judged  non-responsive  will  be  returned  to  the  applicant 
but  may  be  submitted  as  investigator-initiated  applications  at  the  next 
receipt  date.  Those  applications  judged  to  be  both  responsive  and  competitive 
will  be  evaluated  for  scientific/technical  merit  by  an  appropriate  initial 
review  group  convened  by  the  NIAMS  Review  Branch.  The  second  level  of  review 
by  the  National  Advisory  Councils  of  NIAMS,  NIDDK  and,  in  some  cases,  NIA  will 
make  recommendations  regarding  funding. 

METHOD  OF  APPLYING 

The  research  grant  application  form  PHS  398  (revised  10/88)  must  be  used  in 
applying  for  these  grants.  These  forms  are  available  at  most  institutional 
business  offices;  from  the  Office  of  Grants  Inquiries,  Division  cf  Research 
Grants,  National  Institutes  of  Health,  Room  449,  Westwood  Building,  5333 
Westbard  Avenue,  Bethesda,  Maryland  20892. 

Applications  must  be  received  by  May  15,  1991.  If  an  application  is  received 
after  that  date,  it  will  be  returned  to  the  applicant. 

If  the  application  submitted  in  response  to  this  RFA  is  substantially  similar 
to  a research  grant  application  already  submitted  to  the  NIH  for  review,  but 
has  not  yet  been  reviewed,  the  applicant  will  be  asked  to  withdraw  either  the 
pending  application  or  the  new  one.  Simultaneous  submission  of  identical 
applications  will  not  be  allowed,  nor  will  essentially  identical  applications 
be  reviewed  by  different  review  committees.  Therefore,  an  application  cannot 
be  submitted  in  response  to  this  RFA  that  is  essentially  identical  to  one  that 
has  already  been  reviewed.  This  does  not  preclude  the  submission  of 
substantial  revisions  of  applications  already  reviewed,  but  such  applications 
must  include  an  introduction  addressing  the  previous  critique. 

INQUIRIES 

Requests  for  copies  of  the  full  RFA  may  be  obtained  from: 

Dr.  Joan  A.  McGowan 

Bone  Biology  and  Bone  Diseases  Program  Director 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

5333  Westbard  Avenue 

Westwood  Building,  Room  403 

Bethesda,  MD  20892 

Telephone:  (301)  496-7495 

or 

Dr.  Ronald  Margclis 

Director,  Endocrinology  Research  Program 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 
NIDDK/NIH 

5333  Westbard  Avenue 
Westwood  Buildinq,  Room  604 
Bethesda,  MD  20892 
Telephone:  (301)  496~7504 
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CLINICAL,  AND  EPIDEMIOLOGY  RESEARCH  ON  OSTEOPOROSIS 


RFA  AVAILABLE:  AR-91-03 

P.T.  34;  K.W.  0705050,  0785055,  0760020,  0760025,  0755030,  0745027 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Application  Receipt  Date:  May  15,  1991 

BACKGROUND 

Osteoporosis  is  a disease  characterized  by  low  bone  mass,  micr ©architectural 
deterioration  of  bone  tissue,  and  a consequent  increase  in  fracture  risk. 
Osteoporosis  represents  a major  public  health  problem  in  the  United  States, 
exacting  an  enormous  societal  toll  annually  in  morbidity  and  mortality.  It 
affects  more  than  24  million  Americans  and  is  responsible  for  at  least  1.3 
million  fractures  each  year.  Moreover  the  frequency  of  osteoporosis  and 
osteoporosis-related  fractures  is  expected  to  increase  with  the  expansion  of 
the  elderly  population  in  the  upcoming  decades. 

Following  a national  scientific  conference  on  RESEARCH  ADVANCES  IN 
OSTEOPOROSIS  in  February  1990,  a meeting  of  leaders  in  basic  and  clinical 
osteoporosis  research  met  to  develop  future  research  directions  and 
opportunities.  These  research  directions  became  part  of  a report  that  was 
requested  last  year  by  the  Senate  Appropriations  Committee.  The  Report  on 
HHS-wide  Research,  Education,  and  Health  Promotion  Activities  in  Osteoporosis 
also  contained  information  on  the  status  of  current  research  in  osteoporosis 
throughout  the  Department  of  Health  and  Human  Services.  A copy  of  this  report 
may  be  requested  by  contacting  Dr.  Joan  McGowan  at  the  address  listed  below. 

As  follow-up  to  the  report  to  the  Senate  Appropriat ions  Committee  and  to  be 
responsive  to  current  congressional  interest  and  support  for  osteoporosis 
research,  a Request  for  Applications  (RFA)  has  been  issued  to  solicit 
applications  in  the  particular  areas  of  clinical  and  epidemiologic  research 
that  are  specifically  and  directly  applicable  to  osteoporosis. 

RESEARCH  GOALS  AND  SCOPE 

This  RFA  is  intended  to  foster  and  enhance  research  specifically  directed  to 
prevention  and  treatment  strategies,  as  well  as  epidemiologic  studies  of 
osteoporosis.  These  areas  include:  1)  studies  on  maximizing  bone  mass  in 
early  life;  2)  biochemical  markers  of  bone  remodeling;  3)  non-invasive 
measurement  of  bone  density/mass  and  structure;  4)  further  studies  of  sex 
hormone  use  in  osteoporosis;  5)  the  role  of  exercise  in  prevention  and 
treatment  of  osteoporosis;  6)  development  of  hormone  analogs  with  specific 
therapeutic  application  in  osteoporosis;  7)  therapeutic  potential  for  growth 
factors;  8)  incidence  and  etiology  of  osteoporosis  in  men  and  blacks;  9) 
etiology  of  juvenile  and  adult  idiopathic  osteoporosis;  10)  additional 
research  on  risk  factors;  and  11)  research  on  prevention  strategies. 

Other  clinical  and  epidemiologic  research  applications  in  the  field  of 
osteoporosis  are  encouraged.  In  order  to  be  considered  responsive  to  this 
RFA,  applications  must  be  specifically  directed  to  osteoporosis. 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  RFA  will  be  the  the  traditional, 
investigator-initiated  research  grant  (R01),  Approximately  $2,000,000  in 
total  costs  per  year  for  three  to  five  years  will  be  committed  by  the  National 
Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NXAMS), 
specifically  to  fund  applications  that  are  submitted  in  response  to  this  RFA. 
The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
will  provide  additional  funds  to  support  approximately  two  projects.  The 
National  Institute  on  Aging  may  receive  secondary  assignment  on  appropriate 
applications. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 
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REVIEW  PROCEDURES  AND  CRITERIA 


Applications  will  be  reviewed  initially  by  the  Division  of  Research  Grants  for 
completeness  and  will  be  assigned  to  a special  NIAMS  review  group.  Evaluation 
for  responsiveness  to  the  RFA  is  an  NIAMS  and  NIDDK  program  staff  function. 
Applications  that  are  judged  non-responsive  will  be  returned  to  the  applicant 
but  may  be  submitted  as  investigator-initiated  applications  at  the  next 
receipt  date.  Those  applications  judged  to  be  both  responsive  and  competitive 
will  be  evaluated  for  scientific/technical  merit  by  an  appropriate  initial 
review  group  convened  by  the  NIAMS  Review  Branch.  The  second  level  of  review 
by  the  National  Advisory  Councils  of  NIAMS,  NIDDK  and,  in  some  cases,  NIA  will 
make  recommendations  regarding  funding. 

METHOD  OF  APPLYING 

The  research  grant  application  form  PHS-398  (revised  10/88)  must  be  used  in 
applying  for  these  grants.  These  forms  are  available  at  most  institutional 
business  offices  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  National  Institutes  of  Health,  Room  449,  Westwood  Building,  5333 
Westbard  Avenue,  Bethesda,  Maryland  20892. 

Applications  must  be  received  by  May  15,  1991.  If  an  application  is  received 
after  that  date,  it  will  be  returned  to  the  applicant.  If  the  application 
submitted  in  response  to  this  RFA  is  substantially  similar  to  a research  grant 
application  already  submitted  to  the  NIH  for  review,  but  has  not  yet  been 
reviewed,  the  applicant  will  be  asked  to  withdraw  either  the  pending 
application  or  the  new  one.  Simultaneous  submission  of  identical  applications 
will  not  be  allowed,  nor  will  essentially  identical  applications  be  reviewed 
by  different  review  committees.  Therefore,  an  application  cannot  be  submitted 
in  response  to  this  RFA  that  is  essentially  identical  to  one  that  has  already 
been  reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions 
of  applications  already  reviewed,  but  such  applications  must  include  an 
introduction  addressing  the  previous  critique. 

INQUIRIES 

Copies  of  the  full  RFA  may  be  obtained  from: 

Dr.  Joan  A.  McGowan 

Bone  Biology  and  Bone  Diseases  Program  Director 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

5333  Westbard  Avenue 

Westwood  Building,  Room  403 

Bethesda,  MD  20892 

Telephone:  (301)  496-7495 

or 

Dr.  Ronald  Margolis 

Director,  Endocrinology  Research  Program 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 
NIDDK/NIH 

5333  Westbard  Avenue 
Westwood  Building,  Room  605 
Bethesda,  MD  20892 
Telephone:  (301)  496-7504 


EFFECTIVE  DISSEMINATION  OF  HEALTH  SERVICES  RESEARCH  FINDINGS  AND  MEDICAL 

PRACTICE  GUIDELINES 

RFA  AVAILABLE:  AHCPR-91-01 

P.T.  16;  K.W.  0730050,  0730000,  0403004 

Agency  for  Health  Care  Policy  and  Research 

Application  Receipt  Dates  April  26,  June  1,  October  1,  1991,  and  February  1, 

1992 

BACKGROUND:  The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  invites 

applications  to  conduct  applied  research  on  effective  dissemination  of 
clinical  knowledge  and  medical  practice  guidelines  to  affect  changes  in 
practitioner  and  consumer  behavior,  improve  patient  outcomes  and,  thereby, 
improve  the  effectiveness,  quality,  and  appropriateness  of  health  care. 
"Effective  dissemination"  encompasses  the  broader  concept  of  diffusion  as  well 
as  the  actual  distribution  of  knowledge  and  new  information.  Additionally, 
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the  process  through  which  target  groups  become  aware  of,  receive,  accept,  and 
utilize  disseminated  information  and  knowledge  is  reflected  in  this  term. 

PURPOSE  AND  OBJECTIVES:  This  Request  for  Applications  (RFA)  solicits  new 
grant  applications  on  issues  dealing  with  the  ways  in  which  scientific 
information  can  be  presented  and  disseminated  to  foster  its  assimilation  and 
use  by  health  care  providers  and  patients  and,  ultimately,  to  improve  the 
effectiveness,  quality,  and  appropriateness  of  medical  care.  The  process  and 
structural  factors  influencing  dissemination  and  assimilation  need  to  be 
examined.  Studies  are  encouraged  that  evaluate  the  dissemination  of,  and 
outcomes  associated  with,  clinical  practice  guidelines  or  parameters  assisted 
by  AHCPR  and  other  public  and  private  entities.  It  also  encourages  the 
assessment  and  use  of  models  and  techniques  that  effectively  disseminate 
clinical  information  and  practice  guidelines . 

ELIGIBILITY:  Applicants  must  be  public  entities  or  nonprofit  organizations 

and  institutions.  Proposed  Principal  Investigators  must  have  demonstrated 
expertise  in  disseminat ion  of  health  services  research  findings , clinical 
research  findings , or  medical  pract ice  guidelines . Applicants  must  also  have 
demonstrated  (1)  capability  to  conduct  and  manage  appl ied  research  or 
demonstration  and  evaluation  projects  in  the  area ( s ) that  will  be  the  subject 
of  the  dissemination  project;  and  (2)  expertise  in  communications. 

LENGTH  OF  SUPPORT:  Projects  will  vary  from  one  to  three  years  in  length. 
Project  lengths  could  be  up  to  five  years  in  rare  cases . 

MECHANISM  OF  SUPPORT:  All  projects  will  be  funded  as  research  grants  (R01). 
The  earliest  start  date  for  funded  projects  with  under  $250 ,000  total  direct 
costs  will  be  September  30 , 1991.  The  earliest  start  date  for  funded  projects 
with  total  direct  costs  greater  than  $250,000  will  be  December  1 , 1991. 

Approximately  four  to  ten  grant  awards  will  be  issued  during  FY  1 991  and  FY 
1 992  depending  upon  the  number  and  cost  of  approved  applications . It  is 
expected  that  up  to  $4  million  will  be  spent . Applications  for  disseminat ion 
research  grants  in  subsequent  years  will  compete  equally  for  funding  with 
other  appl icat ions  to  AHCPR . 

PREPARATION  OF  APPLICATIONS:  Each  application  must  be  submitted  in  accordance 
with  the  instructions  of  form  PHS  398  (rev.  10/88).  State  and  local 
governments  using  form  DHHS  5161  must  submit  an  original  and  two  copies  of  the 
appl icat ion . The  following  requirements  must  be  discussed  in  the  Project 
narrat ive  in  addit ion  to  the  requirements  specified  in  the  application  kit : 

Specific  Aims 

o Where  appropriate,  the  long-term  objectives  of  the  project  must 
specify  the  product ( s ) to  be  disseminated  and  the  audiences  to  be 
targeted . 

o The  dissemination  methods  and  questions  to  be  addressed  should  be 
discussed  in  terms  of  ascertaining  the  effects  of  disseminat ion  on 
behavior  change , characteristics  or  effect iveness  of  disseminat ion 
techniques , or  the  development  of  an  innovative  disseminat ion 
model  . 

Progress  Report/Preliminary  Studies 

o Prior  studies  conducted  by  the  Principal  Invest igator  pertaining  to 
dissemination,  health  services  research  (especially  in  the  areas 
which  AHCPR  has  ongoing  work) , or  communicat ions  research  that  will 
contribute  to  the  proposed  project  should  be  described . 

Experimental  Design  and  Methods 

o The  specific  dissemination  model  that  will  be  used  or  developed  in 
the  project  should  be  explicitly  addressed  in  terms  of : audiences ; 
type  of  product  or  the  knowledge  to  be  disseminated ; technique  of 
dissemination;  characteristics  or  variables  of  disseminat ion  to  be 
used  and/or  examined ; and  the  relat ionship  of  the  project  to  the 
structure  of  the  health  care  system , clinical  management , health 
care  outcomes , and  health  status . 

REVIEW  PROCEDURES  AND  CRITERIA:  Applications  must  be  submitted  to: 
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Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bcthesda , MD  20892** 

Applications  will  be  referred  to  an  AHCPR  study  section  for  initial  review. 
Applications  requesting  total  direct  costs  in  excess  of  $250,000  will  also  be 
reviewed  by  the  National  Advisory  Council  for  Health  Care  Policy,  Research, 
and  Evaluation. 

Applications  will  be  reviewed  in  accordance  with  the  standard  AHCPR  peer 
review  procedures.  In  addition,  the  following  criteria  will  be  considered: 
ability  of  the  project’s  results  to  be  applied  to  the  dissemination  of  AHCPR 
products  now  and  in  the  future;  adherence  of  the  project  approach  to  accepted 
principles  of  communications  and  dissemination;  and  ability  to  analyze  the 
effects  of  dissemination  on  behavior  change  among  practitioners  and  consumers. 

APPLICATION  PROCEDURES:  Those  considering  an  application  to  this  RFA  are 
strongly  encouraged  to  discuss  their  project  with  AHCPR  program  administrators 
in  advance  of  formal  submission. 

Use  application  form  PHS  398  (rev.  10/88)  (State  and  local  governments  may 
use  form  DHHS  5161).  These  forms  may  be  secured  from  the  Office  of  Scientific 
Review,  Agency  for  Health  Care  Policy  and  Research,  Room  18A-20,  Parklawn 
Building,  5600  Fishers  Lane,  Rockville,  Maryland  20857  (telephone 
301-443-3091)  and  from  most  institutional  business  offices. 

Type  in  line  2 of  the  face  page  of  the  application  the  words  "RFA  AHCPR-91-01: 
AHCPR  Dissemination  Effectiveness"  and  use  the  RFA  label  in  the  application 
package . 

The  original  and  6 copies  of  the  application  must  be  submitted  to  the  Division 
of  Research  Grants  as  directed  in  the  application  instructions.  State  and 
local  governments  using  form  DHHS  5161  must  submit  an  original  and  two  copies 
of  the  application. 

INQUIRIES:  For  assistance,  consultation  on  program  requirements,  and  for  the 

full  RFA  contact : 

Margaret  VanAmringe 

Director,  Center  for  Research  Dissemination  and  Liaison 
5600  Fishers  Lane,  Room  18A-10 
Rockville,  MD  20857 
Telephone:  (301)  443-2904 

For  budgetary/administrative  information,  contact: 

Ralph  Sloat 

Grants  Management  Officer 

Agency  for  Health  Care  Policy  and  Research 
5600  Fishers  Lane,  Room  18A-27 
Rockville,  MD  20857 
Telephone:  (301)  443-4033 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.180  and  93.226.  Executive  Order  12372  does  not  apply  to  AHCPR  grant 
programs . 


MINORITY  DISSERTATION  RESEARCH  GRANTS  IN  AGING,  1991 

RFA  AVAILABLE:  AG-91 -07  • - 

P.T.  34,  FF;  K.W.  0710010,  0720005 
National  Institute  on  Aging 
Application  Receipt  Date:  April  29,  1991 

Small  grants  (R03)  to  support  doctoral  dissertation  research  will  be  available 
in  1991  for  underrepresented  minorit ies . ( 1 ) Grant  support  is  designed  to  aid 
the  research  of  new  minority  investigators  and  to  encourage  individuals  from  a 
variety  of  academic  disciplines  and  programs  to  study  problems  in  aging. 
Specific  research  topics  should  be  discussed  with  the  National  Institute  on 
Aging  (NIA).  The  interests  of  the  programs  are  given  in  the  full  Request  for 
Applications  (RFA).  Dissertation  research  grants  will  be  administered  in 
accordance  with  the  U.S.  Code  Annotated,  Title  42,  Part  B,  Section  284. 
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Awards  will  depend  on  the  availability  of  funds.  NIA  expects  to  fund  up  to  20 
dissertation  research  projects  in  1991. 

(1)  Underrepresented  minority  investigators  are  defined  as  individuals 
belonging  to  a particular  ethnic  or  racial  group  that  has  been  determined  by 
the  grantee  institution  to  be  underrepresented  in  biomedical  or  behavioral 
research  at  that  institution.  NIA  will  give  priority  to  projects  from 
African-Americans,  Native  Americans,  Hispanics,  Pacific  Islanders,  or  other 
ethnic  or  racial  group  members  who  have  been  found  to  be  underrepresented  in 
geriatric  and  gerontology  research  nationally. 

ELIGIBILITY 

The  applicant  investigator  applying  for  a dissertation  research  grant  must  be 
an  individual  from  an  underrepresented  minority  group  enrolled  in  an 
accredited  doctoral  degree  program  in  the  biomedical,  social,  or  behavioral 
sciences  and  must  have  approval  of  the  dissertation  proposal  by  a named 
committee.  The  student  must  also  be  conducting  or  intending  to  conduct 
dissertation  research  on  issues  related  to  aging.  Research  topics  should  fit 
within  one  or  more  of  the  areas  described  below  for  each  individual  program 
(see  National  Institute  on  Aging  Contacts  below). 

The  applicant  must  be  a registered  doctoral  candidate  in  resident  or 
nonresident  status.  All  requirements  for  the  doctoral  degree  other  than  the 
dissertation  must  be  completed  by  the  time  of  the  award.  This  information 
must  be  verified  in  a letter  of  certification  from  the  thesis  chairperson  and 
submitted  with  the  grant  application  (see  Application  Procedures). 

The  applicant  institution  must  be  domestic  and  will  administer  the  grant  on 
behalf  of  the  proposed  investigator.  The  applicant  investigator  for 
dissertation  research  grant  support  must  be  a citizen  of  the  United  States  or 
hold  a permanent  resident  visa.  The  performance  site  may  be  domestic  or 
foreign . 

SCOPE  OF  AWARDS 

Applicant  investigators  should  request  support  for  the  amount  of  time 
necessary  to  complete  the  dissertation.  However,  a dissertation  research 
grant  usually  is  awarded  for  a period  of  12  months  or  less  but  may  be  awarded 
for  up  to  24  months.  The  total  direct  costs  of  the  entire  project  may  not 
exceed  $25,000.  A proposal  that  exceeds  this  amount  will  be  returned. 
Allowable  costs  include  the  investigator’ s salary  (not  to  exceed  $10,000); 
direct  research  project  expenses  such  as  travel,  data  processing,  and 
supplies;  and  dissertation  costs.  No  tuition  nor  permanent  equipment  is 
allowed . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 


HOW  TO  APPLY 


The  full  RFA  and  special  guidelines  for  dissertation  grant  applications  should 
be  requested  from  the  Office  of  Extramural  Affairs  (see  address  below).  The 
application  must  be  submitted  on  form  PHS  398  (revised  10/88,  reprinted  9/89) 
available  from  the  university  research  office  and  the  Division  of  Research 
Grants,  5333  Westbard  Avenue,  Westwood  Building,  Room  240,  Betnesda,  Maryland 
20892,  telephone  (301)  496-7441.  The  special  instructions  described  here  and 
in  the  application  kit  must  be  followed.  Applications  will  be  assigned  to  the 
NIA  for  review  and  possible  funding. 


Applications  must  be  received  by  April  29,  1991,  and  must  be  sent  directly  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892XX 


The  applicant  must  submit  the  original  and  four  copies  of  the  completed 
application,  which  includes  a detailed  narrative  project  description  (not  to 
exceed  10  pages)  and  letters.  An  additional  two  copies  must  be  sent  to: 
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Grants  and  Contracts  Management  Office 

National  Institute  on  Aging 

Building  31,  Room  5C07 

Bethesda,  MD  20892 

Att : Minority  Dissertation 

A letter  from  the  faculty  committee  or  university  official  directly 
responsible  for  supervising  the  development  and  progress  of  the  dissertation 
research  must  be  submitted  with  the  application.  Details  of  the  letter  are 
given  in  the  full  RFA. 

REVIEW  PROCESS 

Dissertation  research  grants  are  competitive.  A mail  review  will  be 
conducted.  Review  results  and  funding  decisions  will  be  announced  within  5 
months  after  the  submission  date.  Final  funding  decisions  are  based  on  the 
recommendations  of  the  reviewers,  the  relevance  of  the  project  to  NIA 
priorities,  and  the  availability  of  funds. 

NATIONAL  INSTITUTE  ON  AGING  CONTACTS 

Interested  applicants  should  request  the  full  RFA,  additional  guidelines  for 
preparing  the  application,  and  discuss  the  suitability  of  the  mechanism  by 
letter  or  by  telephone  with  the  person  named  below.  The  applicant  also  will 
be  referred  to  the  relevant  NIA  program  director  to  discuss  the  suitability  of 
the  research  topic. 

Phyllis  B.  Eveleth,  PhD. 

Deputy  Associate  Director  and  Training  Officer 

Office  of  Extramural  Affairs 

National  Institute  on  Aging 

Building  31,  Room  5C02 

Bethesda , MD  20892 

Telephone:  (30i)  496-9322 


COOPERATIVE  AGREEMENTS  FOR  PREVENTION  CLINICAL  TRIALS  UTILIZING  INTERMEDIATE 
ENDPOINTS  AND  THEIR  MODULATION  BY  CHEMOPREVENTIVE  AGENTS 

RFA  AVAILABLE:  CA-91-08 

P.T.  34;  K.W.  0755015,  0740018,  0715035,  0710095 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  April  1,  1991 
Application  Receipt  Date:  May  24,  1991 

PURPOSE 

The  Division  of  Cancer  Prevention  and  Control  (DCPC),  National  Cancer 
Institute  (NCI ) , invites  applications  for  cooperative  agreements  to  support 
clinical  trials  directed  toward  examining  the  role  of  various  chemoprevent ive 
agents  and/or  diet  in  the  prevention  of  cancer.  This  is  a follow-up  to 
earlier  Requests  for  Applications  (RFAs)  that  requested  grant  applications, 
and  then  later,  cooparat ive  agreement  applications  in  this  area. 

RESEARCH  OBJECTIVES 

The  major  objective  of  this  solicitation  is  to  encourage  cancer 
chemoprevent ion  clinical  trials  that  utilize  biochemical  and/or  biological 
markers  to  identify  populations  at  risk  and/or  to  provide  intermediate 
endpoints  that  may  predict  later  reduction  in  cancer  incidence  rates. 

These  studies  may  foe  developed  in  phases,  including  a pilot  phase,  that  could 
later  proceed  to  a full-scale  intervention.  The  main  emphasis  should  be  on 
small,  efficient  studies  aimed  at  improving  future  research  designs  of 
chemoprevent ion  trials,  providing  biologic  understanding  of  what  is  happening 
in  the  trials,  or  providing  better,  more  quantitative  and  more  efficient 
endpoints  for  these  trials.  After  successful  completion  of  the  pilot  phase 
(i.e.,  demonstrated  modulation  of  marker  endpoints  by  the  intervention), 
subsequent  studies  can  include  Phase  III  clinical  trials  involving  the 
designated  t ?ent , the  utilization  of  the  monitoring  test  system,  and  a cancer 
incidence  oi  mortality  endpoint. 

Investigators  raay  apply  at  this  time  for  the  pilot  phase  or  submit  an 
application  for-  both  phases.  However,  if  the  application  is  for  the  pilot 
phase  only?  the  proposed  study  must  describe  its  relevance  to  a clinical 
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application  and  utilize  a chemoprevent ive  agent?  marker  test  system?  and  study 
population  that  could  later  be  the  subject  of  a full-scale,  double-blind, 
randomized,  risk-reduction  clinical  trial. 

MECHANISM  OF  SUPPORT 

Applicants  funded  under  this  RFA  will  be  supported  through  the  cooperative 
agreement  mechanism.  An  assistance  relationship  will  exist  between  NCI  and 
the  awardees  to  accomplish  the  purpose  of  the  activity.  The  recipients  will 
have  primary  responsibility  for  the  development  and  performance  of  the 
activity.  However,  there  will  be  government  involvement  with  regard  to:  (1) 
assistance  securing  an  Investigational  New  Drug  (IND)  approval  from  the  Food 
and  Drug  Administration  (FDA),  (2)  monitoring  of  safety  and  toxicity,  (3) 
coordination  and  assistance  in  obtaining  the  chemoprevent ive  agent,  and  (4) 
quality  assurance  with  regard  to  the  clinical  chemistry  aspects  of  the  study. 
Awards  will  not  be  made  until  all  arrangements  for  obtaining  the  IND,  agent, 
and  its  delivery  are  completed.  Final  awards  will  also  consider  not  only  the 
cost  of  the  clinical  trial  but  also  the  cost  of  the  agent  and  its  formulation 
if  necessary. 

This  RFA  solicitation  represents  a single  competition  with  a specified 
deadline  of  May  24,  1991,  for  receipt  of  applications.  All  applications 
received  in  response  to  the  RFA  will  be  reviewed  by  the  same  NCI  Initial 
Review  Group , 

To  ensure  their  review,  applications  must  be  received  by  May  24,  1991. 
Applications  received  after  that  date  will  not  be  considered  under  this  RFA. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

INQUIRIES 

Inquiries  and  requests  for  the  full  RFA  may  be  directed  to: 

Marjorie  Perloff,  M.B, 

Chemoprevent ion  Branch 
Executive  Plaza  North,  Suite  201 
National  Institutes  of  Health 
9000  Rockville  Pike 
Bethesda , MD  20892-4200 
Telephone:  (301)  496-8563 


CLAUDE  D.  PEPPER  OLDER  AMERICANS  INDEPENDENCE  CENTERS 

RFA  AVAILABLE;'  AG-91 -05 

P.T.  04;  K.W.  0710010,  0745027,  0414005 

National  Institute  on  Aging 

Letter  of  Intent  Due:  April  15,  1991 
A.pplication  Receipt  Date:  May  17,  1991 

BACKGROUND?  GOALS,  AND  SCOPE:  Millions  of  older  Americans  suffer  from  loss  of 
abilities  needed  to  live  a fully  independent  life.  Loss  of  independence 
imposes  enormous  personal  and  financial  burdens  on  older  persons  and  their 
families.  Dependence  is  not  inevitable  in  old  age.  It  results  from  disabling 
conditions  that  are  potentially,  if  not  currently,  prevent ibie  or  reversible. 
The  development  and  testing  of  interventions  to  reduce  disability  and  increase 
independence  thus  offers  immense  benefits  and  potential  savings  in  health  care 
costs.  In  response  to  this  need,  Congress  amended  the  Public  Health  Service 
Act  in  1990  to  authorize  the  establishment  of  Claude  D.  Pepper  Older  Americans 
Independence  Centers  (OAICs).  The  overall  goals  of  the  OAIC  program  are:  to 
develop  and  test  interventions  to  increase  or  maintain  abilities  needed  for 
independence  of  older  persons  and  to  train  researchers  capable  of  leading  and 
conducting  research  programs  in  the  above  activities.  OAICs  will  support; 

INTERVENTION  STUDIES:  These  studies  are  the  major  research  components  of 
OAICs.  At  least  one  approved  intervention  research  project  is  reqiiired  for 
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approval  of  an  OAIC.  Proposed  intervention  studies  must  test  efficacy  of 
interventions  to  prevent  or  ameliorate  functional  impairments  contributing  to 
loss  of  independence.  Each  proposed  intervention  study  should  also  include 
planned  investigations  of  mechanisms  underlying  the  intervention’s  effects  (or 
lack  of  effects)  on  functional  status,  factors  affecting  recruitment  into  the 
study,  participants’  compliance  once  enrolled,  cost-effectiveness,  and  effects 
on  health  care  utilization  of  the  intervent  ion ( s ) tested. 

Examples  of  study  topics  include: 

o interventions  to  prevent  or  reduce  frailty  and  physical  performance 
disabilities,  cognitive  disability,  affective  disorders,  sensory 
disabilities,  and/or  co-morbidity  associated  with  these  conditions; 

o interventions  to  reduce  risk  of  disabling  events  such  as  hip 
fractures  and  strokes,  and  impairments  following  these  events; 

o interventions  to  prevent  or  reduce  disabilities  in  complex 
functions  involving  combined  motor,  sensory,  and  cognitive 
performance ; 

o interventions  to  prevent  or  reduce  disabling  side  effects  from 
medication  use; 

o interventions  to  prevent,  lessen,  or  shorten  temporary  disability 
from  exacerbation  or  complications  of  chronic  diseases  of  older 
persons ; 

o interventions  to  prevent  or  rduce  disabling  sequelae  of  menopause 
and  associated  estrogen  deficiency; 

o combined  intervention  strategies  to  prevent  or  ameliorate 
disabilities  in  older  persons  with  multiple  impairments. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies , a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

INTERVENTION  DEVELOPMENT  STUDIES:  OAICs  will  also  support  intervention 
development  studies  to  identify,  develop,  or  refine  potential  interventions  to 
preserve  or  increase  independence.  Types  of  such  studies  include  preliminary 
tests  of  therapies  to  test  their  effects  on  physiologic  and/or  behavioral 
factors  known  to  affect  functional  status,  and  studies  to  identify  or  confirm 
reversible  or  preventible  risk  factors  for  disability  and/or  disabling  events. 
Large-scale  epidemiologic  studies  are  outside  the  scope  of  this  RFA . 

RESEARCH  RESOURCES  CORES:  Applicants  may  request  core  resource  support  to 
enhance  the  quality  of  OAIC  research  projects,  i . e . , Intervention  Studies, 
Intervention  Development  Studies,  and  Pilot  Research  Projects. 

RESEARCH  DEVELOPMENT  CORE:  This  core  will  provide  salary  and  other  support 
for  junior  faculty  and  research  associates  to  acquire  abilities  in  all  phases 
of  research  to  develop  interventions  that  enhance  independence,  including 
clinical  trials,  studies  of  mechanisms  underlying  treatment  response,  and 
cost-effectiveness/health  care  utilization  studies.  The  Research  Development 
Core  will  also  support  pilot  research  projects  on  topics  related  to  the 
activities  of  the  OAIC. 

DEMONSTRATION  AND  INFORMATION  DISSEMINATION  PROJECTS:  OAICs  must  include 
activities  to  translate  findings  from  their  research  into  health  care 
pract ice . 

LEADERSHIP/ADMINISTRATIVE  CORE:  Applicants  may  request  funds  for  the  OAIC 
Director,  OAIC  Administrator,  and  support  staff.  The  OAIC  Director  should  be 
a scientist  who  can  provide  effective  administrative  and  scientific  leadership 
and  coordination  with  OAIC  intervention  studies.  An  OAIC  Administrator  who 
will  assist  the  Director  in  managing  the  Center,  addressing  issues  of  fiscal 
management  and  compliance  with  institutional,  PHS,  NIH,  and  NIA  policies,  must 
be  identified. 

MECHANISM  AND  SCALE  OF  SUPPORT;  Older  Americans  Independence  Centers  will  be 
supported  through  comprehensive  center  grants  (P60).  The  total  costs  (direct 
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plus  indirect)  requested  per  application  for  the  first  year  may  not  exceed 
$1,500,000.  Plans  are  to  make  up  to  3-4  awards  depending  upon  availability  of 
funds.  Up  to  $3.9  million  (total  cost)  for  first-year  expenses,  and 
additional  approved  expenses  for  up  to  five  years,  will  be  committed  in  Fiscal 
Year  1991  to  fund  applications  submitted  in  response  to  this  RFA,  subject  to 
receipt  of  high-quality  applications  and  availability  of  funds. 

REVIEW  PROCEDURES  AND  CRITERIA,  AND  METHOD  OF  APPLYING:  Applications  will  be 
received  by  the  NIH  Division  of  Research  Grants  and  assigned  to  NIA. 

Responsive  applications  will  be  assigned  to  a special  institute  review  group 
for  review.  Customary  scientific  review  criteria  will  be  applied,  including 
significance  of  the  research  project  to  the  goals  of  the  RFA.  A complete  copy 
of  the  RFA  and  program  guidelines  may  be  obtained  from  the  NIA  contact  listed 
below.  Applications  must  be  submitted  on  the  standard  PHS  398  (rev.  10/88, 
reprinted  10/89)  application  form.  The  deadline  for  receipt  of  applications 
is  May  17,  1991.  On  item  2 of  the  face  page  of  the  application,  applicants 
should  enter;  NIA  RFA--Claude  Pepper  Older  Americans  Independence  Center, 
AG-91 -05.  The  RFA  label  available  in  the  application  form  PHS  398  must  be 
affixed  to  the  bottom  of  the  face  page  and  placed  on  top  of  the  entire 
package.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the 
application  and  prevent  it  from  reaching  the  review  committee  in  time  for 
review . 

A complete  copy  of  the  RFA  and  program  guidelines  may  be  obtained  from: 

Stanley  L.  Slater,  M.D. 

Geriatrics  Program,  NIA 
Building  31 , Room  5C27 
Bethesda,  MD  20892 
Telephone:  (301)  496-6761 


ONGOING  PROGRAM  ANNOUNCEMENTS 


MECHANISMS  OF  HIV  PATHOGENESIS  IN  PEDIATRIC  POPULATIONS 

PA:  PA-91 -25 

P.T.  34;  K.W.  0715008,  0765033,  0745027,  0770005,  0715125,  0710070 
National  Institute  of  Allergy  and  Infectious  Diseases 
Application  Receipt  Dates:  May  1,  September  1,  January  2 
PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  is 
designated  as  the  lead  institute  for  the  investigation  of  the  pathogenesis, 
prevention,  and  treatment  of  the  human  immunodeficiency  virus  (HIV) 
responsible  for  the  acquired  immunodeficiency  syndrome  (AIDS).  HIV-infected 
women  as  well  as  children  born  to  HIV-infected  women  are  the  fastest  growing 
populations  of  AIDS  patients.  The  clinical  manifestations  of  pediatric  AIDS 
differ  from  those  seen  in  adults.  Recurrent  bacterial  infections,  lymphocytic 
interstitial  pneumonitis  and  encephalopathy,  as  well  as  neurological  and 
physical  growth  deficits,  are  commonly  observed  in  children  with  HIV 
infection.  Immune  dysfunction  is  found  in  children  with  greater  than  1500  CD4 
T cells/mm3.  Compared  to  adults,  opportunistic  infections  and  AIDS  symptoms 
appear  much  earlier  after  infection  in  most  children,  with  50  percent 
diagnosed  before  one  year  of  age  and  82  percent  within  the  first  three  years. 
Little  is  known  concerning  the  mechanisms  of  pathogenesis  of  HIV  infection  in 
the  immature  host,  and  this  lack  of  knowledge  makes  it  difficult  to  define 
effective  treatment  strategies. 

RESEARCH  OBJECTIVE 

The  objective  of  this  program  announcement  is  to  stimulate  research  on  the 
mechanisms  of  HIV  pathogenesis  in  hosts  with  developing  immune  and 
neurological  systems. 

Applications  that  focus  on  specific  strategies  to  determine  the  mechanisms  of 
HIV  pathogenesis  in  pediatric  populations  are  encouraged.  These  strategies 
may  include,  but  are  not  limited  to,  the  following  areas: 

1.  Determine  the  cells/organs  harboring  HIV,  the  time  and  mode  of  infection 
(in  utero,  perinatal,  breast  milk),  the  route  and  mechanisms  of  viral  spread, 
cell  tropism,  and  genetic  variation  in  pediatric  HIV  infection. 
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2.  Determine  if  there  is  transfer  of  maternal  immunity  to  the  fetus,  and  if 
so,  define  the  parameters  (e.g.,  viral  load,  time,  mechanism).  Identify 
strategies  to  induce  or  amplify  protective  immune  response(s)  in 
immunosuppressed  individuals. 

3.  Define  the  mechanisms  for  the  immunologic  abnormalities  in  pediatric 
populat ions . 

A.  Abnormalities  in  humoral  immunity:  Which  regulatory  mechanism(s) 
are  impaired?  Which  regulatory  mechanisms  determine  whether 
immunoglobulin  levels  are  elevated  or  deficient? 

B.  Abnormalities  in  cellular  immunity. 

C.  Abnormalities  in  antigen  presenting  cells. 

D.  Abnormalities  in  regulation,  production,  and/or  expression  of 
cytokines  and/or  lymphokines. 

4.  Define  the  cellular  factors  in  the  immature  host  that  interact  with  viral 
regulatory  elements. 

5.  Define  the  mechanisms  for  neurologic  abnormalities  and  neuropathology  in 
pediatric  populations. 

6.  Define  the  factors  and  co-factors  influencing/causing  lymphocytic 
interstitial  pneumonitis  and  the  mechanisms  of  pathogenesis. 

7.  Define  the  pathogenic  mechanisms  that  allow  recurrent  bacterial 
infections,  viral  infections  (e.g.,  EBV,  CMV,  JC),  fungal,  and  other 
opportunistic  infections  in  children  with  HIV  infection. 

8.  Define  the  host  and  viral  factors  that  determine  the  accelerated  course  of 
HIV  disease  progression  in  some  infants  and  children  and  that  allow  latency  in 
other  children  for  many  years. 

9.  Define  appropriate  animal  models  for  the  study  of  pediatric  AIDS. 

The  approaches  outlined  above  are  not  intended  to  be  comprehensive  nor  are 
they  required.  All  research  strategies  that  will  lead  to  insights  into  the 
mechanism  of  pathogenesis  in  pediatric  HIV  infection  are  encouraged  under  this 
program  announcement . 

MECHANISM  OF  SUPPORT 

The  NIAID  encourages  investigator-initiated  research  on  topics  relevant  to 
pediatric  AIDS.  This  program  announcement  invites  R01  applications  from 
investigators  who  wish  to  play  an  active  role  in  defining  the  direction  of 
such  research.  Although  no  funds  are  specifically  set  aside  for  funding 
grants  submitted  in  response  to  this  program  announcement,  the  NIH  regards 
high  quality  research  in  pediatric  AIDS  as  an  area  of  high  priority.  The 
total  project  period  for  applications  submitted  in  response  to  this  program 
announcement  should  not  exceed  five  years  for  domestic  institutions  and  three 
years  for  foreign  institutions. 

ELIGIBILITY 

Applications  may  be  submitted  by  nonprofit  or  for-profit  organizations  and  by 
public  or  private  entities  such  as  universities,  colleges,  hospitals, 
laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Minority  individuals  and  women  are  encouraged  to 
apply.  Both  foreign  and  domestic  institutions  are  eligible  to  apply. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 
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The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  ( i . e . , 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States1  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl icat ion . 

Ail  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

REVIEW  PROCEDURES 

Although  most  applications  in  response  to  this  announcement  are  expected  to  be 
assigned  to  the  NIAID,  whenever  there  is  inter-institute  programmatic  overlap 
in  the  proposed  research,  the  PHS  Referral  Guidelines  will  prevail  in 
assignment  of  applications  to  the  institutes.  Applications  will  be  reviewed 
for  scientific  and  technical  merit  in  accordance  with  the  usual  NIH  peer 
review  procedures  by  the  Division  of  Research  Grants  (DRG)  study  sections 
specially  constituted  to  review  AIDS  grant  applications.  Following  study 
section  review,  the  applications  will  receive  a second-level  review  by  an 
appropriate  national  advisory  council.  The  earliest  award  date  for  successful 
applications  will  be  no  more  than  six  months  from  the  receipt  date. 

AWARD  CRITERIA 


Applications  will  compete  for  available  funds  with  all  other  approved 
applications.  The  following  will  be  considered  in  making  funding  decisions: 

o Quality  of  the  proposed  project  as  determined  by  peer  review 
o Availability  of  funds 
o Balance  among  research  areas 


Applications  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  identify 
the  GCRC  as  a resource  for  conducting  the  proposed  research  by  including  a 
letter  of  agreement  from  either  the  GCRC  program  director  or  Principal 
Invest igator . 
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METHOD  OF  APPLYING 


Applications  must  be  submitted  on  the  grant  application  form  PHS  398  (rev. 
10/88)  and  will  be  accepted  at  the  regular  application  deadlines  as  indicated 
below.  The  relevant  dates  for  applications  for  AIDS-related  research  are: 


Receipt  Date 


Initial  Review 


Council  Review  - Earliest  Award 


May  1 
September 
January  2 


June/ July 

October/November 

February/March 


September/October  - Nov.  1 
January/February  - March  1 
May/June  - July  1 


Application  kits  are  available  at  most  institutional  business  and 
grant/contract  offices  and  may  be  obtained  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  Westwood  Building,  Room  449,  National 
Institutes  of  Health,  Bethesda,  Maryland  20892.  The  title  and  number  of  this 
announcement,  MECHANISMS  OF  HIV  PATHOGENESIS  IN  PEDIATRIC  POPULATIONS, 

PA-91 -25,  must  be  typed  in  item  2 on  the  face  page  of  the  application. 


The  completed  original  application  and  twenty-three  copies  must  be  sent  or 
delivered  to: 


Division  of  Research  Grants 
Westwood  Building,  Room  240 
National  Institutes  of  Health 
5333  Westbard  Avenue 
Bethesda,  MD  20892** 

INQUIRIES 

Requests  for  further  information  may  be  directed  to: 

Gregory  Milman,  Ph . D . , Chief 
Pathogenesis  Branch/DAIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 

6003  Executive  Blvd.,  Room  242P 

Bethesda,  MD  20892 

Telephone:  (301)  496-8378 

FAX:  (301  ) 480-5703 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.856  - Microbiology  and  Infectious  Disease  Research  and  93.855  - Allergy, 
Immunology  and  Transplantation  Research.  Grants  are  awarded  under  the 
authority  of  the  Public  Health  Service  Act,  Title  IV,  Section  301  as  amended. 
Public  Law  78-410,  Public  Law  97-219;  Public  Law  99-158;  Public  Law  99-500; 
and  Report  99-711  to  accompany  HR  5233  and  administered  under  PH\S  grant 
policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


ERRATUM 


MULTICENTER  COOPERATIVE  AGREEMENT  FOR  STUDYING  NEURAL  TUBE  DEFECTS  IN  MUTANT 

MICE 


RFA : HD-91-09 

P.T.  34;  K.W.  0710030,  1002004,  1002019,  1002059,  0755030 
National  Institute  of  Child  Health  and  Human  Development 

The  number  assigned  to  the  above  RFA  (RFA  HD-91-01),  which  appeared  in  the 
February  1 issue  of  the  NIH  Guide  for  Grants  and  Contracts  (Vol.  20,  No.  5), 
is  in  error.  It  should  be  changed  to  T RFA  9 1 -HD-09 ’ . 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  Maryland  20816 

HI.S.G.P.O: 1991 -281-826: 20033 
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NOTICES 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS" 
National  Institutes  of  Health 
Food  and  Drug  Administration 
Index:  NATIONAL  INSTITUTES  OF  HEALTH 

FOOD  AND  DRUG  ADMINISTRATION 


BIOMEDICAL  ASPECTS  OF  OBESITY- -PREVENTION  AND  TREATMENT 

National  Institutes  of  Health 

Index:  NATIONAL  INSTITUTES  OF  HEALTH 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


INDUCTIVELY  POWERED  MICROSTIMULATOR  (RFP ) 

National  Institute  of  Neurological  Disorders  and  Stroke 
Index:  NEUROLOGICAL  DISORDERS,  STROKE 


ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  AND  DEMONSTRATION  GRANTS  RELATING  TO  OCCUPATIONAL 

SAFETY  AND  HEALTH  (PA  OH-9 1-923)  

National  Institute  for  Occupational  Safety  and  Health 
Index:  OCCUPATIONAL  SAFETY,  OCCUPATIONAL  HEALTH 


DEVELOPMENT  OF  HIGH  CONNECTIVITY  NONMAMMALIAN  MODELS  (PA-9 1-26) 
National  Center  for  Research  Resources 
Index:  RESEARCH  RESOURCES 


NOTICES 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS" 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration 
(FDA)  are  continuing  to  sponsor  a series  of  workshops  on  the  responsibilities 
of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are 
open  to  everyone  with  an  interest  in  research  involving  human  subjects . The 
meetings  should  be  of  special  interest  to  those  persons  currently  serving  or 
about  to  begin  serving  as  a member  of  an  IRB . Issues  discussed  at  these 
workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The 
current  schedule  includes  the  following: 

I.  MIDEAST  WORKSHOP 

DATES:  March  4-5,  1991 

WORKSHOP  SITE: 

Friday  Center 

Laurel  Hill  Parkway 

Chapel  Hill,  NC  27599-1020 

SPONSORS: 

University  of  North  Carolina  at  Chapel  Hill 

300  Bynum  Hall 

Chapel  Hill,  NC  27599-4100 

Shaw  University 
1 1 8 E . South  Street 
Raleigh,  NC  27611 

REGISTRATION  CONTACT: 

Mr.  A1  Dawson 
Director 
Friday  Center 
Laurel  Hill  Parkway 
C.  B.  1020 

Chapel  Hill,  NC  27599-1020 
Telephone:  (919)  962-1106 

TOPIC:  "Interpreting  the  Federal  Code  for  the  Protection  of  Human  Subjects" 

II.  MIDWEST  WORKSHOP 

DATES:  April  11-12,  1991 

WORKSHOP  SITE: 

Ramada  Inn , Lakeshore 
4900  South  Lake  Shore  Drive 
Chicago,  IL  60615 

SPONSORS: 

University  of  Chicago 
970  East  58th  Street 
Chicago,  IL  60637 

Chicago  State  University 
95th  Street  at  King  Drive 
Chicago,  IL  60628 

REGISTRATION  CONTACT: 

Mr.  Arnold  L.  Aronoff 
Associate  Director 

Faculty  and  Administrative  Services 

University  Research  Administration 

University  of  Chicago 

970  East  58th  Street 

Chicago,  IL  60637 

Telephone:  (312)  702-8669 
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TOPIC:  "Cultural  Diversity,  Ethics,  and  Research:  A Workshop  on  Human 

Subject  Protection" 

NIH/FDA  have  planned  national  human  subject  protections  workshops  in  other 
parts  of  the  United  States.  For  further  information  regarding  these  workshops 
contact : 

Darlene  Marie  Ross 

Executive  Assistant  for  Education 
Division  of  Human  Subject  Protections 
Office  for  Protection  from  Research  Risks 
National  Institutes  of  Health 
9000  Rockville  Pike 
Building  31 , Room  5B59 
Bethesda,  MD  20892 
Telephone:  C301)  496-8101 


BIOMEDICAL  ASPECTS  OF  OBESITY— PREVENTION  AND  TREATMENT 

P.T.  34;  K.W.  0715145,  0745027,  0745070,  0765020,  0710095 
National  Institutes  of  Health 

The  purpose  of  this  notice  is  to  inform  the  scientific  community  of  plans 
underway  at  the  National  Institutes  of  Health  (NIH)  to  pursue  various 
activities  related  to  research  on  the  prevention  and  treatment  of  obesity.  A 
planning  meeting  on  Biomedical  Aspects  of  Obesity--  Prevention  and  Treatment 
was  held  at  NIH  on  August  3,  1990.  The  meeting  was  sponsored  by  the  NIH 
Nutrition  Coordinating  Committee  (NCC)  Obesity  Work  Group,  which  comprises 
representatives  of  the  11  institutes  and  centers  at  the  NIH  that  currently 
support  obesity-related  research:  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases;  the  National  Heart,  Lung,  and  Blood  Institute; 
the  National  Center  for  Research  Resources;  the  National  Institute  of  Child 
Health  and  Human  Development;  the  National  Cancer  Institute;  the  National 
Institute  on  Aging;  the  National  Center  for  Nursing  Research;  the  National 
Institute  of  Neurological  Disorders  and  Stroke;  the  National  Institute  of 
Arthritis  and  Musculoskeletal  and  Skin  Diseases;  the  National  Institute  of 
Environmental  Health  Sciences;  and  the  National  Institute  on  Deafness  and 
Other  Communication  Disorders.  Other  participants  included  extramural 
scientists  who  are  conducting  research  into  various  aspects  of  obesity. 

The  Public  Health  Service  ( PHS ) is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  Healthy  People  2000,  a PHS-led  national 
activity  for  setting  priority  areas.  This  notice  is  related  to  the  priority 
area  of  nutrition. 

The  purposes  of  this  preliminary  meeting  were  to  identify  the  major  issues  in 
obesity  that  should  be  addressed  by  the  NIH,  to  make  recommendations  on 
activities  to  address  these  issues,  and  to  prioritize  topics  and  the 
mechanisms  for  NCC-and  institute-sponsored  activities  to  be  initiated  in  1991. 
The  meeting  discussions  encompassed  research  questions,  technology  transfer 
activities,  and  public  policy  issues.  Topics  addressed  included  the  current 
understanding  of  energy  balance,  issues  in  the  prevention  and  treatment  of 
obesity,  special  concerns  regarding  high-risk  groups,  risks  associated  with 
obesity,  genetic  and  behavioral  aspects  of  obesity,  practices  of  weight  loss 
programs,  public  awareness  and  information  dissemination,  and  ways  to 
stimulate  basic  and  clinical  obesity  research.  Activities  recommended  for  NIH 
attention  included  investigating  the  clinical,  molecular,  and  behavioral 
aspects  of  energy  balance;  working  with  other  agencies  towards  providing  the 
public  with  information  on  the  prevention  and  treatment  of  obesity;  targeting 
the  prevention  of  obesity  in  childhood;  improving  understanding  of  special 
issues  related  to  high-risk  populations,  such  as  women  and  certain  ethnic 
groups;  developing  scientifically  based  weight  standards,  including 
considerations  of  age,  gender,  and  ethnicity;  increasing  the  emphasis  on 
behavioral  aspects  of  both  energy  intake  and  expenditure  in  obesity  prevention 
and  treatment;  and  applying  the  techniques  of  molecular  genetics  to  an 
understanding  of  obesity.  Various  mechanisms,  such  as  workshops,  expert 
panels,  technology  assessment  conferences,  requests  for  applications,  requests 
for  proposals,  and  program  announcements,  to  address  some  specific  aspects  of 
these  topics  were  also  discussed. 

Currently,  plans  to  pursue  several  of  the  recommended  activities  are  in 
development.  As  details  of  these  plans  are  developed  further,  participation 
of  the  scientific  community  will  be  invited  and  information  on  the  activities 
to  be  conducted  will  be  broadly  disseminated. 
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For  further  information  contact : 

Darla  Danford,  D.Sc. 

Chairman,  NIH  Nutrition  Coordinating  Committee 

National  Institutes  of  Health 

Building  31 , Room  4B63 

Bethesda,  MD  20892 

Telephone:  (301)  496-9281 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


INDUCTIVELY  POWERED  MICROSTIMULATOR 

RFP  AVAILABLE:  NIH-NINDS-9 1 -05 
P.T.  34;  K.W.  0745047,  0740050 

National  Institute  of  Neurological  Disorders  and  Stroke 

The  Neural  Prosthesis  Program  of  the  National  Institute  of  Neurological 
Disorders  and  Stroke,  NIH,  is  developing  implantable  neural  stimulating 
systems  for  sensory  and  motor  handicapped  individuals.  To  overcome  problems 
with  interconnect  cables  between  electrodes  and  stimulators,  an  effort  has 
been  initiated  to  develop  an  implantable  microstimulator  that  integrates  an 
inductively  coupled,  addressable  stimulator  with  its  stimulating  electrodes. 
The  Contractor  will  be  required  to  exert  its  best  efforts  to  further  develop 
and  enhance  the  reliability  of  implantable,  microsized  receiver-stimulators 
(microstimulators)  that  are  powered  and  controlled  by  inductive  coupling  from 
an  extracorporeal  transmitter  and  coil.  In-vivo  testing  is  not  required.  It 
is  anticipated  that  one  award  will  be  made  in  September  of  1991  for  a period 
of  three  years. 

This  is  not  a Request  for  Proposals  (RFP).  To  receive  a copy  of  the  RFP, 
please  submit  a written  request  to  the  following  address,  and  supply  this 
office  with  two  self-addressed  mailing  labels.  All  responsible  sources  shall 
be  considered  by  the  agency.  The  RFP  will  be  issued  on  or  about  February  20, 
1991,  with  proposals  due  on  April  20,  1991. 

Contracting  Officer 

Contracts  Management  Branch,  DEA 

National  Institute  of  Neurological  Disorders  and  Stroke,  NIH 

Federal  Building,  Room  901 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Attention:  RFP  No.  NIH-NINDS-91 -05 


ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  AND  DEMONSTRATION  GRANTS  RELATING  TO  OCCUPATIONAL  SAFETY  AND  HEALTH 

PA:  OH-91 -923 

P.T.  34;  K.W.  0725020,  0403004,  0715027 
Centers  for  Disease  Control 

National  Institute  for  Occupational  Safety  and  Health 

The  National  Institute  for  Occupational  Safety  and  Health  (NIOSH)  is 
soliciting  grant  applications  for  fiscal  year  (FY)  1991  for  research  and 
demonstration  projects  relating  to  occupational  safety  and  health. 

The  purposes  of  this  grant  program  are  to  develop  knowledge  on  the  underlying 
characteristics  of  occupational  safety  and  health  problems  in  industry  and  on 
effective  solutions  in  dealing  with  them;  to  eliminate  or  control  factors  in 
the  work  environment  that  are  harmful  to  the  health  and/or  safety  of  workers; 
and  to  demonstrate  technical  feasibility  or  application  of  a new  or  improved 
occupational  safety  and  health  procedure,  method,  technique,  or  system. 

In  1983,  NIOSH  published  a suggested  list  of  ten  leading  work-related  diseases 
and  injuries  as  part  of  a national  goal  to  improve  the  health  of  the  American 
people  through  prevention  activities.  To  provide  guidance  on  priorities  for 
action,  NIOSH  sponsored  the  development  of  "Proposed  National  Strategies  for 
the  Prevention  of  Leading  Work-Related  Diseases  and  Injuries."  Implementation 
of  the  prevention  strategies  requires  commitment  from  a broad  array  of 
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organizations  and  scientific  and  professional  disciplines.  The  extramural 
research  program  is  an  important  means  of  facilitating  progress  in  these 
preventive  efforts. 

Additional  guidance  is  found  in  the  document,  "Healthy  People  2000:  National 
Health  Promotion  and  Disease  Prevention  Objectives."  The  document  contains 
measurable  objectives  and  strategies  for  creating  a healthier  society  over  the 
next  decade.  The  objectives  and  strategies  are  organized  broadly  into  3 major 
categories:  Health  Promotion,  Health  Protection,  and  Preventive  Services. 

There  are  a total  of  22  priority  areas.  The  tenth  priority  area, 

"Occupational  Safety  and  Health,"  is  applicable  to  this  program  announcement. 
Overall  objectives  in  this  priority  area  are  to  reduce  work-related  deaths, 
injuries,  and  illnesses.  Research  is  needed  on  the  following:  identification 
of  new  stressors  affecting  workers,  new  measurement  tools  for  assessing  worker 
exposures,  biomarkers  of  workers7  exposure  and  response,  identification  of 
populations  and  individuals  at  special  risk  of  work-related  disease  and 
injury,  mechanisms  of  insult  and  intoxication,  hazard  surveillance,  disease 
and  injury  identification  and  surveillance,  development  of  control  approaches, 
and  effective  use  of  controls. 

ELIGIBILITY 

Eligible  applicants  include  non-profit  and  for-profit  organizations.  Thus, 
universities,  colleges,  research  institutions,  and  other  public  and  private 
organizations,  including  State  and  local  governments,  and  small, 
minority-and/or  woman-owned  businesses,  are  eligible  for  these  research  and 
demonstration  grants. 

MECHANISMS  OF  SUPPORT 

The  support  mechanisms  for  this  program  are  the  individual  research  project 
grants  (R01);  demonstration  project  grants  (R18);  special  emphasis  research 
career  award  (SERCA)  grants  (KOI);  and  small  grants  (R03).  Approximately 
$6,501,000  is  available  for  FY  1991  to  fund  these  grants:  $4, 158,000  for 
non-competing  continuation  awards  and  $2,343,000  for  new  and  competing  renewal 
awards.  The  estimated  breakdown  for  the  new  and  competing  renewal  awards  is 
as  follows:  R01  and  R18  grants  - 13  awards  for  $1,834,000  (total  costs  of 
these  awards  range  from  $50,000  to  $250,000  with  the  average  award  being  about 
$130,000);  KOI  grants  - 4 awards  for  $216,000;  and  R03  grants  - 14  awards  for 
$293,000. 

Grants  are  usually  funded  for  12-month  budget  periods  within  project  periods 
up  to  5 years  for  research  project  grants  and  demonstration  project  grants,  up 
to  3 years  for  SERCA  grants,  and  up  to  2 years  for  small  grants. 

Brief  descriptions  on  the  types  of  grants  NIOSH  supports  are  provided  below. 
More  detailed  information  is  provided  in  the  complete  program  announcement 
that  may  be  obtained  by  calling  or  writing  the  contacts  listed  under 
"INQUIRIES." 

ROIs  should  be  designed  to  establish,  discover,  develop,  elucidate,  or  confirm 
information  relating  to  occupational  safety  and  health,  including  innovative 
methods,  techniques,  and  approaches  for  dealing  with  occupational  safety  and 
health  problems.  These  studies  may  generate  information  that  is  readily 
available  to  solve  problems  or  contribute  to  a better  understanding  of 
underlying  causes  and  mechanisms. 

R18s  should  address,  either  on  a pilot  or  full-scale  basis,  the  technical  or 
economic  feasibility,  or  appl icat ion  of  a new  or  improved  procedure , method, 
technique,  or  system,  or  an  innovative  method,  technique,  or  approach  for 
preventing  occupational  safety  or  health  problems. 

KOIs  are  intended  to  provide  opportunities  for  individuals  to  acquire 
experience  and  skills  essential  to  the  study  of  work-related  hazards , and  in 
so  doing  create  a pool  of  highly  qualified  investigators  who  can  make  future 
contributions  to  research  in  the  area  of  occupational  safety  and  health . 
Candidates  must  hold  a doctoral  degree , have  research  experience  at  or  above 
the  doctoral  level,  not  be  above  the  rank  of  associate  professor,  and  be 
employed  at  domestic  institutions . Candidates  must  be  citizens  or  non-citizen 
nationals  of  the  U.S.  or  its  possessions  or  territories  or  must  have  been 
lawfully  admitted  to  the  U.S.  for  permanent  residence  at  the  t ime  of 
application.  A minimum  of  60  percent  time  must  be  committed  to  research, 
although  full-time  is  desirable . This  non -renewable  award  provides  support 
for  a three-year  project  period  for  individuals  engaged  in  full-time  research 
and  related  activities.  Awards  will  not  exceed  $50,000  in  direct  costs  per 
year . The  indirect  cost  rate  is  limited  to  8 percent  or  the  actual  indirect 
cost  rate , whichever  results  in  the  lesser  amount . 
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R03s  are  intended  to  provide  financial  support  to  carry  out  exploratory  or 
pilot  studies,  to  develop  or  test  new  techniques  or  methods,  or  to  analyze 
data  previously  collected.  This  program  is  intended  for  predoctoral  graduate 
students,  post-doctoral  researchers  (within  3 years  following  completion  of  a 
doctoral  degree  or  completion  of  a residency  or  public  health  training)  and 
junior  faculty  members  (no  higher  than  assistant  professor).  If  university 
policy  requires  that  a more  senior  person  be  listed  as  Principal  Investigator, 
the  application  should  include  appropriate  justification  for  this  arrangement. 
Salaries  are  allowed  for  necessary  support  staff,  but  are  not  allowed  for  the 
Principal  Investigator  as  well  as  that  of  the  junior  investigator.  Direct 
costs  are  limited  to  $15,000  in  direct  costs  per  year,  and  project  periods  are 
limited  to  2 years  for  this  non-renewable  award. 

The  NIOSH  program  priorities  applicable  to  this  program  are  as  follows: 
occupational  lung  diseases , musculoskeletal  injuries , occupational  cancers, 
severe  occupational  traumatic  injuries , cardiovascular  diseases , disorders  of 
reproduction,  neurotoxic  disorders,  noise-induced  loss  of  hearing, 
dermatologic  conditions,  psychological  disorders , control  techniques , and 
respirator  research . Investigators  may  also  apply  in  other  areas  related  to 
occupational  safety  and  health . These  priority  areas  represent  the  leading 
diseases  and  injuries  related  to  risks  on  the  job,  and  NIOSH  intends  to 
support  projects  that  facil itate  progress  in  prevent ing  such  adverse  effects 
among  workers . Potential  applicants  with  questions  concerning  the 
acceptabil ity  of  their  proposed  work  are  strongly  encouraged  to  call  or  write 
the  technical  information  contact  listed  under  " INQUIRIES . " 

INCLUSION  OF  MINORITIES  AND  WOMEN  IN  STUDY  POPULATIONS 

Appl icant s should  include , where  feasible  and  appropriate , women  as  well  as 
men  and  minorities  in  the  study  of  populations  for  all  clinical  and  research 
efforts  and  to  analyze , where  appropriate , differences  among  these 
populations . If  women  and  minorities  are  not  to  be  included,  a clear 
rationale  for  their  exclusions  should  be  provided . 

APPLICATIONS  AND  REVIEW  PROCEDURES 

Applications  must  be  prepared  on  form  PHS  398  ( revised  10/88).  State  and 
local  government  applicants  may  use  Form  PHS-51 61-1  ( revised  3/89);  however, 
form  PHS  398  is  preferred.  Forms  and  the  complete  program  announcement  are 
available  from  the  NIOSH  and  CDC  addresses  cited  below . Please  refer  to 
Announcement  Number  923  when  requesting  information . 

To  identify  responses  to  this  announcement , check  "yes”  and  type  "NIOSH 
Announcement  Number  OH-91 -923"  under  item  2 of  page  1 of  the  PHS  398  or  at  the 
top  of  the  face  page  of  the  PHS-51 61 -1 . 

Receipt  dates  for  new  ROls  and  R18s  are  February  1,  June  1,  and  October  1 
(competing  continuation  deadl ines  are  1 month  later ) . Receipt  dates  for  K0 1 s 
and  R03s  are  March  1 , July  1 , and  November  1 . This  is  a continuous 
announcement , consequently,  these  receipt  dates  will  be  ongoing  until  further 
not  ice . 

Applications  must  be  received  by  these  receipt  dates . However , an  application 
received  after  the  deadline  may  be  acceptable  if  (1)  it  carries  a legible 
proof-of-mailing  date  assigned  by  the  carrier  and  (2)  the  proof-of-mail ing 
date  is  no  later  than  1 week  prior  to  the  deadline  date . The  receipt  date 
will  be  waived  only  in  extenuat ing  circumstances . To  request  such  a waiver, 
an  explanatory  letter  must  be  included  with  the  signed  completed  application . 
No  waiver  will  be  granted  prior  to  the  receipt  of  the  appl icat ion . 

The  original  and  six  copies  of  the  PHS  398  or  the  original  and  two  copies  of 
the  PHS  5161-1  application  must  be  submitted  to  the  address  below  on  or  before 
the  specified  receipt  dates  provided  above : 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Applications  received  under  this  announcement  will  be  assigned  to  an  Initial 
Review  Group  (IRG).  The  IRGs,  consisting  primarily  of  non-Federal  scientific 
and  technical  experts , will  review  the  applications  for  scientific  and 
technical  merit . Notification  of  the  review  recommendations  will  be  sent  to 
the  applicant  after  the  initial  review . Awards  will  be  made  based  on  results 
of  initial  and  secondary  reviews , as  well  as  availability  of  funds . 


NIH  GUIDE  - Vol . 20,  No.  8,  February  22,  1991  - Page  5 


INQUIRIES 


For  Technical  Information : 


For  Business  Information: 


Roy  M . Fleming,  Sc.D. 
Associate  Director  for  Grants 
CDC,  NIOSH 

1600  Clifton  Road,  NE 
Building  1,  Room  3053,  MS-D30 
Atlanta,  GA  30333 
Telephone:  ( 404  ) 639-3343 


Ms.  Carole  J.  Tully 

Grants  Mgmt . Specialist 

CDC,  PGO , GMB 

Room  300,  MS-E14 

255  E.  Paces  Ferry  Rd,  NE 

Atlanta,  GA  30305 

Telephone:  (404)  842-6630 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.262.  This  program  is  authorized  under  the  Public  Health  Service  Act,  as 
amended.  Section  301  (42  U.S.C.  241);  the  Occupational  Safety  and  Health  Act 
of  1970,  Section  20 ( a ) ( 29  U.S.C.  669(a));  the  Federal  Mine  Safety  and  Health 
Amendments  Act  of  1977,  as  amended,  Section  501(30  U.S.C.  951)  and 
administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52 
This  program  is  not  subject  to  review  as  governed  by  Executive  Order  12372, 
Intergovernmental  Review  of  Federal  Programs. 


DEVELOPMENT  OF  HIGH  CONNECTIVITY  NONMAMMALIAN  MODELS 

PA:  PA-91 -26 

P.T.  34;  K . W . 0755020,  1004005 
National  Center  for  Research  Resources 

Application  Receipt  Dates:  June  1,  October  1,  February  1 


PURPOSE 


The  Biological  Models  and  Materials  Research  Program  (BMMRP)  of  the  National 
Center  for  Research  Resources  (NCRR)  is  issuing  this  announcement  to  encourage 
the  submission  of  applications  for  the  development  of  high  connectivity 
nonmammalian  models  for  biomedical  research,  including  all  poikilotherms , but 
not  homeotherms.  Appropriate  model  systems  include:  lower  organisms  (such  as 
fishes,  invertebrates,  and  microorganisms);  in  vitro  systems  (cell  and  tissue 
culture  from  both  nonmammalian  and  mammalian  sources);  and  nonbiological 
models  (such  as  mathematical  and  computer  simulations). 

RESEARCH  GOALS  AND  SCOPE 

The  overall  objective  of  this  announcement  is  to  stimulate  research  in  the 
development  of  nonmammalian  models  for  biomedical  research  in  the  following 
areas : 

o Research  on  systems  that  are  high  connectivity  models,  including 
both  organismic  and  symbolic  models.  Symbolic  (theoretical)  models 
include  computer,  mathematical,  and  physical  models.  High 
connectivity  is  defined  in  the  following  ways: 

those  models  where  the  body  of  knowledge  about  the  system  is  large 
and  has  resulted  in  extensive  cross  information,  or  connection, 
with  other  systems.  Examples  of  organisms  that  have  many 
characterized  properties  or  functions  include,  but  are  not  limited 
to.  Drosophila  melanogast er , Caenorhabdit is  elegans,  Aplysia, 

Xenopus,  Arabidopsis,  Escherichia  coli,  and  sea  urchins. 

a function  or  property  that  is  broadly  retained  across  many  taxa. 

Examples  include  cytoskeleton  structure , cell  adhesion , cytochrome 
c , hormones , and  hormone  receptors . 

o Research  involved  with  broad  intertaxonomic  projects. 

o Formulat ion  of  mathematical  or  computer  models , in  particular  when 
closely  coupled  to  biological  experimentation  involving 
nonmammal ian  systems . There  are  opportunities  for  mathemat ical 
model ing  in  many  areas  of  biomedical  research  and  at  all  levels  of 
biological  organization. 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  individual 
investigator-initiated  research  grant  (R01),  or  the  FIRST  Award  (R29)  as 
applicable . Under  these  mechanisms , the  applicant  will  plan,  direct , and 
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carry  out  the  research  program.  The  proposed  project  period  during  which  the 
research  will  be  conducted  should  adequately  reflect  the  time  required  to 
accomplish  the  stated  goals  and  be  consistent  with  the  policy  for  grant 
support . 

APPLICATION  AND  REVIEW  PROCEDURES 
Deadl ine 

Applications  will  be  accepted  in  accordance  with  the  usual  receipt  dates  for 
new  research  grant  applications,  i.e.,  June  1,  October  1 and  February  1. 

Method  of  Applying 

Applications  will  be  received  by  the  National  Institutes  of  Health  (NIH), 
Division  of  Research  Grants  (DRG),  and  referred  to  an  appropriate  Initial 
Review  Group  (IRG)  for  scientific  and  technical  review.  Institute  assignment 
decisions  will  be  governed  by  normal  programmatic  considerations  as  specified 
in  the  NIH  Referral  Guidelines.  Some  applications  may  receive  secondary 
assignments . Following  the  initial  scientific  review , the  applications  will 
be  evaluated  by  the  National  Advisory  Research  Resources  Council  or  another 
appropriate  Institute  council. 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88)  that  is  available 
in  the  business  or  grants  and  contracts  offices  at  most  academic  and  research 
institutions  and  from  the  DRG. 

To  identify  the  applications  as  a response  to  this  announcement,  check  "yes" 
in  Item  2 on  the  face  page  of  the  application  and  enter  the  PA  number  and  the 
title  "HIGH  CONNECTIVITY  NONMAMMALIAN  MODELS." 

The  original  and  six  (6)  copies  of  the  application  must  be  directed  to: 

Applications  Receipt  Office 
Division  of  Research  Grants 
National  Inst itutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892* ** 

Potential  applicants  are  encouraged  to  request  further  information  by 
contacting ; 

Louise  E.  Ramm,  Ph . D . 

Director,  Biological  Models  and  Materials  Research  Program 

National  Center  for  Research  Resources 

Westwood  Building,  Room  8A07 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  402-0630 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No . 
93.198,  Biological  Models  and  Materials  Resources.  Awards  will  be  made  under 
the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public 
Law  78-4 1 0 , as  amended;  42  USC  241 ) and  administered  under  PHS  grant  policies 
and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74).  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
1 2372  or  Health  Systems  Agency  review . 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 


*U.S.G.P.O: 1991 -281 -826: 20034 
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NOTICES 


WORLD  AIDS  FOUNDATION 

P.T.  44;  K.W.  0715008,  0502000 

Fogarty  International  Center 

The  World  AIDS  Foundation  (WAF),  jointly  sponsored  by  the  U.S.  Department  of 
Health  and  Human  Services  and  the  Institut  Pasteur  of  Paris,  France,  announces 
its  intent  to  support  research  and  education  relating  to  AIDS  in  the 
developing  world.  The  goal  of  the  WAF  is  to  facilitate  information  exchange 
and  to  assist  developing  countries  to  respond  to  the  AIDS  pandemic. 

The  WAF  is  particularly  interested  in  projects  that  are  catalytic,  and,  once 
in  place,  could  have  a multiplicative  effect.  The  WAF  is  specifically 
interested  in  supporting: 

A)  short-term,  in-country  training  for  clinicians,  allied  health 
professionals,  and  technicians; 

B)  fellowships  to  support  training  for  national  experts; 

C)  development  and  testing  of  new  concepts  and  demonstrat ions  for 
preventing  the  spread  of  HIV;  and 

D)  highly  focused  workshops  that  enhance  the  scientific  process  and 
transfer  knowledge  needed  in  the  effort  against  HIV  infections  and 
AIDS. 

The  limit  of  any  single  funding  request  to  the  WAF  is  $200,000. 

Application  Procedures: 

Concept  letters  and  applications  may  be  prepared  in  either  English  or  French. 
Applicants  should  submit  concept  letters  for  initial  consideration.  Following 
review  of  concept  letters,  applicants  may  be  invited  to  submit  complete 
proposals.  The  annual  deadline  for  receipt  of  concept  letters  is  April  1. 

Concept  letters,  full  applications,  and  inquiries  concerning  the  programs  of 
the  WAF  should  be  directed  to  either: 

World  AIDS  Foundation 

Assistant  Secretary  for  Health 

c/o  Director,  Fogarty  International  Center 

National  Institutes  of  Health 

Building  31,  Room  B2C39 

Bethesda,  MD  20892 

U.S. A. 


or 

World  AIDS  Foundation 
c/o  Director 
Institut  Pasteur 
28  rue  du  Docteur  Roux 
75724  Paris,  Cedex  15 
FRANCE 


NEW  WORLD  MONKEYS  AVAILABLE  FOR  BIOMEDICAL  RESEARCH 

P.T.  34;  K.W.  0780000 
Public  Health  Service 

The  Interagency  Research  Animal  Committee,  chartered  by  the  U.S.  Public  Health 
Service  ( PHS ) , supports  and  coordinates  a program  with  the  Pan  American  Health 
Organization  that  makes  possible  the  importation  of  New  World  monkeys  into  the 
United  States  for  use  in  biomedical  research  projects.  Transfers  are  limited 
to  a few  species,  neither  threatened  nor  endangered.  For  information  on 
qualifications  for  participation,  species,  purchase  procedures,  and  other 
matters,  contact: 
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Interagency  Research  Animal  Committee 

Ms . Suzanne  Moore 

National  Institutes  of  Health 

Building  14A,  Room  100 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-5424 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS" 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration 
(FDA)  are  continuing  to  sponsor  a series  of  workshops  on  the  responsibilities 
of  researchers,  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are 
open  to  everyone  with  an  interest  in  research  involving  human  subjects.  The 
meetings  should  be  of  special  interest  to  those  persons  currently  serving  or 
about  to  begin  serving  as  a member  of  an  IRB . Issues  discussed  at  these 
workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The 
current  schedule  includes  the  following: 

I.  MIDEAST  WORKSHOP 

DATES:  March  4-5,  1991 

WORKSHOP  SITE: 

Friday  Center 

Laurel  Hill  Parkway 

Chapel  Hill,  NC  27599-1020 

SPONSORS: 

University  of  North  Carolina  at  Chapel  Hill 

300  Bynum  Hall 

Chapel  Hill,  NC  27599-4100 

Shaw  University 
118  E.  South  Street 
Raleigh,  NC  27611 

REGISTRATION  CONTACT: 

Mr.  A1  Dawson 
Director 
Friday  Center 
Laurel  Hill  Parkway 
C.  B.  1020 

Chapel  Hill,  NC  27599-1020 
Telephone:  (919)  962-1106 

TOPIC:  "Interpreting  the  Federal  Code  for  the  Protection  of  Human  Subjects" 

II.  MIDWEST  WORKSHOP 

DATES:  April  11-12,  1991 

WORKSHOP  SITE: 

Ramada  Inn,  Lakeshore 
4900  South  Lake  Shore  Drive 
Chicago,  IL  60615 

SPONSORS: 

University  of  Chicago 
970  East  58th  Street 
Chicago,  IL  60637 

Chicago  State  University 
95th  Street  at  King  Drive 
Chicago,  IL  60628 
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REGISTRATION  CONTACT- 
Mr.  Arnold  L.  Aronoff 
Associate  Director 

Faculty  and  Administrative  Services 

University  Research  Administration 

University  of  Chicago 

970  East  58th  Street 

Chicago,  IL  60637 

Telephone.-  (312)  702-8669 

TOPIC:  "Cultural  Diversity,  Ethics,  and  Research:  A Workshop  on  Human 

Subject  Protection" 

NIH/FDA  have  planned  national  human  subject  protections  workshops  in  other 
parts  of  the  United  States.  For  further  information  regarding  these  workshops 
contact : 

Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockville  Pike 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


ANNUAL  REPORT  AND  ASSURANCE  ON  POSSIBLE  SCIENTIFIC  MISCONDUCT 

P.T.  34;  K.W.  1014006,  1014004 
Public  Health  Service 
Effective  Date:  March  5,  1991 

The  Public  Health  Service  (PHS)  scientific  misconduct  regulations,  42  CFR  50 
Subpart  A,  "Responsibilities  of  PHS  Awardee  and  Applicant  Institutions  for 
Dealing  With  and  Reporting  Possible  Misconduct  in  Science",  require 
institutions  report  annually  to  the  Office  of  Scientific  Integrity  (OSI), 
about  their  handling  of  allegations,  inquiries  and  investigations  into 
possible  scientific  misconduct,  in  connection  with  research  for  which  PHS 
funds  have  been  requested  or  received.  An  annual  update  of  their 
institutional  assurance  also  must  be  reported  to  the  OSI. 

The  annual  report  forms  were  mailed  by  the  OSI  in  December  1990  to  the 
signatory  official  of  2,600  institutions  that  had  filed  an  Initial  Assurance 
with  OSI  for  1990.  Most  institutions  did  return  the  completed  form  by  the 
January  1991  deadline;  others  received  calls  or  letters  about  their  reports. 
However,  annual  reports  for  approximately  500  of  the  smaller  institutions  have 
still  not  been  received  by  the  OSI.  They  are  needed  now. 

An  updated,  active  assurance  is  a requirement  for  an  institution  to  remain 
eligible  to  apply  for  or  receive  grants,  fellowships,  and  cooperative 
agreements  for  research  funds  from  the  PHS  in  1991.  The  OSI  Staff  will  be 
updating  the  approved  assurance  file  in  mid-March  to  change  the  assurance 
status  to  "inactive"  for  those  institutions  that  have  not  yet  submitted  annual 
reports . 

For  further  information,  please  call  immediately: 

Dr.  Alan  Price,  Ms.  Carolyn  Bowman,  or  Mr.  John  Allison 

Office  of  Scientific  Integrity 

NIH  Building  31,  Room  B1C39 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone;  (301)  496-2624  (this  is  not  a toll-free  number) 

FAX:  (301)  402-0238 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


VACCINE  PRODUCTION  FACILITY 

RFP  AVAILABLE:  NIAID-91-36 
P.T.  34;  K.W.  0740075,  1002045 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Division  of  Microbiology  and  Infectious  Diseases,  National  Institute  of 
Allergy  and  Infectious  Diseases,  requires  one  Vaccine  Production  Facility. 

This  contractor  must  have  the  professional  capabilities  and  facilities  to 
operate  a vaccine  production  laboratory  to  prepare  live  viral,  inactivated 
viral,  and  subunit  candidate  vaccines  for  evaluation  in  humans.  The  vaccines 
must  be  prepared  in  accordance  with  the  regulations  and  guidelines  established 
by  the  Food  and  Drug  Administration  for  materials  to  be  tested  in  humans. 
Candidate  vaccines  to  be  produced  include,  but  are  not  limited  to,  influenza 
viruses,  respiratory  syncytial  virus,  parainfluenza  viruses,  rotaviruses,  and 
subunit  preparations  from  these  agents.  The  offeror's  facility  must  meet 
requirements  listed  in  the  Code  of  Federal  Regulations  for  an  establishment 
engaged  in  the  preparation  of  live  and  inactivated  virus  vaccines  licensed  for 
human  use  by  the  Office  of  Biologies  and  provide  adequate  documentation  of 
such  qualifications.  If  not  in  full  compliance,  the  offeror  must  describe 
what  efforts  have  been  made  to  bring  the  facility  into  compliance.  The 
offeror  is  subject  to  inspection  under  the  "Good  Laboratory  Practices  Act"  and 
the  "Good  Manufacturing  Act."  It  is  expected  that  the  contract  will  have  a 
five  (5)  year  period  of  performance.  Any  responsible  offeror  may  submit  a 
proposal,  which  will  be  considered  by  the  Government. 

The  issuance  date  of  the  RFP  will  be  on  March  11,  1991  and  proposals  will  be 
due  by  the  close  of  business  on  April  26,  1991. 

Requests  for  the  RFP  must  be  directed  to: 

Merilee  Rahe-Stoline 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
National  Institutes  of  Health 
Control  Data  Building,  Room  326P 
Bethesda,  MD  20892 

Please  provide  this  office  with  two  self-addressed  mailing  labels.  This 
advertisement  does  not  commit  the  Government  to  award  a contract. 


ROLE  OF  HERPES  SIMPLEX  VIRUS  IN  THE  PATHOGENESIS  OF  ORAL  MUCOSITIS  ASSOCIATED 

WITH  CANCER  CHEMOTHERAPY 

RFP  AVAILABLE:  NIH-NIDR-2-9 1 -5R 

P.T.  34;  K.W.  0745005,  0740012,  0755015 

National  Institute  of  Dental  Research 

The  National  Institute  of  Dental  Research  (NIDR)  has  a requirement  to  study 
the  role  of  herpes  simplex  virus  (HSV)  in  the  pathogenesis  of  oral  mucositis 
associated  with  intensive  chemotherapy,  and  to  determine  whether  the  antiviral 
agent  acyclovir  can  reduce  the  incidence  and  severity  of  mucositis  in  severely 
immunocompromised  patients.  The  study  will  consist  of  a double-blind, 
placebo-controlled  trial  of  daily  oral  acyclovir  for  the  prevention  of  HSV 
infection  and  mucositis  in  HSV- seropositive  patients  undergoing  intensive 
chemotherapy  for  the  treatment  of  leukemias  or  lymphomas.  At  the  completion 
of  this  two-year  study,  an  analysis  will  be  made  of  the  severity  and  frequency 
of  oral  ulcerations  and  the  association  of  HSV  culture/antigen-positive 
lesions  in  patients  on  acyclovir  and  those  on  placebo.  If  the  study 
demonstrates  that  herpes  simplex  virus  is  involved  in  the  pathogenesis  of  oral 
mucositis  and  that  acyclovir  can  reduce  the  frequency  and/or  severity  of 
mucositis,  then  an  informed  recommendation  can  be  made  that  all  HSV 
seropositive  patients  undergoing  intensive  chemotherapy  for  acute  leukemia  or 
lymphoma  receive  routine  prophylactic  acyclovir  therapy  for  each  course  of 
chemotherapy . 

The  NIDR  expects  to  make  one  award  from  this  solicitation. 

RFP  NIH-NIDR-2-91 -5R  will  be  available  on  or  about  March  18,  1991,  with 
proposals  due  on  or  about  April  30,  1991. 
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The  RFP  package  will  be  available  upon  written  request  to: 


Marilyn  R.  Zuckerman,  Contracting  Officer 
Contract  Management  Section,  NIDR 
National  Institutes  of  Health 
Westwood  Building,  Room  521 
5333  Westbard  Avenue 
Bethesda,  MD  20892 


DRUG  ABUSE  TREATMENT  EVALUATION  RESEARCH  CENTER  GRANTS 

RFA  AVAILABLE:  DA-91 -05 

P.T.  04 ; K.W.  0404009,  0795005 
National  Institute  on  Drug  Abuse 
Application  Receipt  Date:  May  22,  1991 
PURPOSE 

The  purpose  of  this  initiative  is  to  establish  and  support  Centers  to  conduct 
interdisciplinary  research  on  the  effectiveness  of  drug  abuse  treatment . 

RESEARCH  OBJECTIVES 

The  Abuse  Treatment  Evaluation  Research  Center  Grant  Program  is  designed  to 
complement  the  investigator  init iated  research  grants  program  of  the  National 
Institute  on  Drug  Abuse  (NIDA)  by  providing  long-term  support  for 
interdisciplinary  evaluative  research  on  drug  abuse  treatment . The  program  is 
intended  to  attract  investigators  in  the  behavioral , social , and  biomedical 
sciences  to  conduct  evaluat ive  research  on  the  treatment  of  drug  abuse , and  to 
provide  a stable  environment  for  such  persons  to  engage  in  treatment  research . 
A Center  is  expected  to  become  a significant  regional  or  nat ional  research 
resource . Centers  funded  under  this  announcement  will  conduct  treatment 
evaluation  research  and  participate  actively  in  and  cooperate  with  NIDA's 
programmatic  efforts  to  systematically  review,  coordinate , and  integrate 
research  on  treatment  populations  process , and  outcomes . 

A variety  of  designs  and  research  strategies  may  be  employed  to  evaluate 
existing  treatment  programming  and  related  interventions . Both  field  studies 
and  controlled  ( randomized ) studies  may  be  used , as  well  as  secondary  analyses 
to  investigate  issues  of  interest  to  treatment  evaluations . Areas  for 
invest igat ion  potentially  include  comparative  effectiveness  of  treatment 
program  types  for  well-defined  client  groups , treatment  process , the  structure 
of  treatment , studies  of  specific  modalities , outreach , differential 
attractiveness  of  treatment , cl ient -treatment  matching , the  role  of 
non- treatment  factors , correctional  treatment , treatment  of  drug  abuse  in 
primary  health  care  delivery  systems,  effectiveness  of  alternative  treatments, 
( i . e . , not  designed  primarily  for  drug  abusers ) treatment  improvement , 
treatment  for  specific  drugs  of  abuse , aftercare  and  relapse  prevent  ion , 
treatment  careers , and  cohort-based  studies  of  long-term  outcomes . 
Methodologically  oriented  studies  may  also  be  appropriate  activities  for  the 
Center  under  this  program . 

SPECIAL  IMPLEMENTATION  OF  ADAMHA  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

Applicat ions/proposals  for  ADAMHA  grants  and  cooperative  agreements  are 
required  to  include  both  women  and  minorities  in  study  populat ions  for 
clinical  research,  unless  compelling  scientific  or  other  justification  for  not 
including  either  women  or  minorities  is  provided . This  requirement  is 
intended  to  ensure  that  research  findings  will  be  of  benefit  to  all  persons  at 
risk  of  the  disease , disorder , or  condit ion  under  study . For  the  purpose  of 
these  policies , clinical  research  involves  human  studies  of  etiology, 
treatment , diagnosis , prevention,  or  epidemiology  of  diseases , disorders  or 
conditions , including  but  not  limited  to  clinical  trials;  and  minor it ies 
include  U.S.  racial/ethnic  minority  populations  (specifically:  American 
Indians  or  Alaskan  Natives , Asian/ Pacific  Islanders , Blacks , and  Hispanics ) . 

ADAMHA  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical 
research  projects  to  include  represent at  ion  of  the  full  array  of  U.S. 
racial/ethnic  minority  populations.  However,  applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups. 
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Applications  should  include  a description  of  the  composition  of  the  proposed 
study  population  by  gender  and  racial/ethnic  group , and  the  rationale  for  the 
numbers  and  kinds  of  people  selected  to  participate.  This  information  should 
be  included  in  the  form  PHS  398  in  Section  2,  A~D  of  the  Research  Plan  AND 
summarized  in  Section  2,  E,  Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority 
representation  appropriate  to  the  scientific  objectives  of  the  work  proposed. 
If  representation  of  women  or  minorities  in  sufficient  numbers  to  permit 
assessment  of  differential  effects  is  not  feasible  or  is  not  appropriate,  the 
reasons  for  this  must  be  explained  and  justified.  The  rationale  may  relate  to 
the  purpose  of  the  research,  the  health  of  the  subjects,  or  other  compelling 
circumstances  (e.g.,  if  in  the  only  study  population  available,  there  is  a 
disproportionate  representation  in  terms  of  age  distribution,  risk  factors,  or 
incidence/prevalence  of  one  gender  or  minority/majority  group).  If  the 
required  information  is  not  contained  within  the  application,  the  application 
will  be  returned.  Peer  reviewers  will  address  specifically  whether  the 
research  plan  in  the  application  conforms  to  these  policies.  If  gender  and/or 
minority  representation/ justification  are  judged  to  be  inadequate,  reviewers 
will  consider  this  as  a deficiency  in  assigning  the  priority  score  to  the 
application . 

APPLICATION  PROCEDURES 

Applicants  must  use  the  standard  PHS  398  (rev.  10/88)  grant  application  form. 
When  applying,  type  in  item  2 of  face  page  of  PHS  398,  the  name  of  this 
announcement,  "Drug  Abuse  Treatment  Research  Center  Program,  RFA  DA-91 -05." 
Application  kits  are  available  from  university  grant  offices  and  from  the 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building, 
Room  240,  5333  Westbard  Avenue,  Bethesda,  Maryland  20892;  Telephone  (301) 
496-7441 . 

Applicants  must  affix  the  RFA  label  available  in  the  PHS  398  to  the  bottom  of 
the  face  page.  Failure  to  use  this  label  could  result  in  delayed  processing 
of  the  application  such  that  it  may  not  reach  the  review  committee  in  time  for 

review . 

The  original  and  six  (6)  copies  of  the  application  must  be  submitted  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892&* 

ELIGIBILITY 

Applications  for  research  grants  may  be  made  by  any  public  or  private 
non-profit  or  for-profit  institutions  such  as  universities,  colleges,  and 
hospitals.  Women  and  minority  investigators  are  encouraged  to  apply. 

REVIEW  PROCESS  AND  CRITERIA 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of 
applications  for  most  discretionary  HHS  grant  programs.  Applications  received 
under  this  announcement  will  be  assigned  to  an  initial  review  group  (IRG) 
convened  by  NIDA.  The  IRG  will  review  the  applications  for  scientific  and 
technical  merit.  Notification  of  the  review  recommendations  will  be  sent  to 
the  applicant  after  the  initial  review.  Applications  will  receive  a 
second-level  review  by  the  National  Advisory  Council  on  Drug  Abuse,  whose 
review  may  be  based  on  policy  considerations  as  well  as  scientific  merit. 

Only  applications  recommended  for  approval  by  the  Council  may  be  considered 
for  funding. 

AWARD  CRITERIAA 

Applications  recommended  for  approval  by  the  National  Advisory  Council  on  Drug 
Abuse  will  be  considered  for  funding  on  the  basis  of  overall  scientific  and 
technical  merit  of  the  Center  proposal  as  determined  by  peer  review, 
appropriateness  of  budget  estimates,  NIDA  program  needs  and  balance,  NIDA 
policy  considerations,  adequacy  of  provisions  for  the  protection  of  human 
subjects,  and  availability  of  funds. 

AVAILABILITY  OF  FUNDS 

In  fiscal  year  1991,  an  estimated  $2  million  will  be  available  to  support  new 
grants  under  this  announcement.  The  actual  amount  of  funding  available  will 
depend  on  appropriated  funds  and  program  priorities  at  the  time  of  award. 
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INQUIRIES 


Prospective  applicants  may  obtain  additional  information  regarding  the 
development  of  Drug  Abuse  Treatment  Evaluation  Research  Center  grant 
applications  and  advice  regarding  the  feasibility/appropriateness  of  such 
applications  by  contacting: 

Frank  M.  Tims,  Ph.D. 

Deputy  Chief,  Treatment  Research  Branch 
Division  of  Clinical  Research 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  10A-30 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-4060 

For  fiscal  and  administrative  matters,  contact: 

Grants  Management  Branch 
National  Institute  for  Drug  Abuse 
Parklawn  Building,  Room  8A54 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
13.279.  Grants  will  be  awarded  under  the  authority  of  Sections  301  and  515  of 
the  Public  Health  Service  Act,  as  amended  (42  USC  241  and  42  USC  290),  and 
administered  in  accordance  with  the  PHS  Grants  Policy  Statement  and  Federal 
Regulations  at  42  CFR  Part  52,  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  Intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 


DRUG  DISCOVERY  GROUPS  FOR  THE  TREATMENT  OF  COGNITIVE  IMPAIRMENT  ASSOCIATED 

WITH  ALZHEIMER'S  DISEASE 

RFA  AVAILABLE:  AG-9 1-09 

P.T.  34;  K.W.  0715180,  0740020,  0755025 

National  Institute  on  Aging 

Application  Receipt  Date:  May  21,  1991 
Letter  of  Intent  Receipt  Date:  April  1,  1991 

BACKGROUND 

The  National  Institute  on  Aging  (NIA)  invites  Program  Project  applications 
(P01)  for  the  establishment  of  Drug  Discovery  Groups  for  the  Treatment  of 
Cognitive  Impairment  Associated  With  Alzheimer’s  Disease.  The  U.S.  Congress, 
as  part  of  the  Fiscal  Year  1991  appropriation,  has  mandated  that  NIA  "explore 
new  treatment  and  management  methods,  including  testing  promising  drugs,  such 
as  nerve  growth  factor  and  acetylcarnit ine , that  could  safely  and  effectively 
slow  or  reverse  the  symptoms  of  Alzheimer’s  disease." 

RESEARCH  OBJECTIVES  AND  SCOPE 

The  objective  of  this  solicitation  is  to  stimulate  multi-center 
multi-disciplinary  preclinical  research  in  the  design,  development  and  testing 
of  novel  compounds  aimed  at  slowing,  halting,  or,  if  possible,  reversing  the 
progressive  decline  in  cognitive  function  in  Alzheimer’s  disease  victims. 

This  initiative  is  intended  to  stimulate  basic  research  and  development 
efforts  which  go  beyond  those  already  underway  or  likely  to  be  undertaken  by 
pharmaceutical  firms  in  the  foreseeable  future.  Compounds  are  needed  to 
correct  or  improve  the  functioning  at  various  sites  along  the  signal 
transduction  pathway;  e.g.  receptors,  channels,  membrane,  second  and  third 
messenger,  phosphorylation,  and  signal  amplification  stages.  The  discovery  of 
compounds  and  treatments  should  be  aimed  to  ameliorate  fundamental  processes 
of  the  neural  dysfunction  and  cell  death  associated  with  the  disease.  The  aim 
is  to  encourage  innovative  approaches  to  the  treatment  of  AD. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  as  Program  Projects  (P01).  Funding  of  at  least  3 awards 
is  anticipated.  Each  award  is  limited  to  $750,000  total  cost  per  year.  The 
amount  spent  will  be  dependent  on  the  continuing  availability  of  funds  for 
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this  purpose  and  the  quality  and  diversity  of  approved  applications.  The 
start  date  will  be  on  or  before  September  30,  1991. 

APPLICATION  AND  REVIEW  PROCEDURES 

In  preparing  applications,  instructions  for  PHS  Form  398  (10/88  revision, 
reprinted  9/89),  supplemental  information  available  from  NIA  program  staff, 
and  additional  instructions  included  in  the  full  RFA  should  be  used. 

Proposals  judged  by  staff  to  be  nonrespons ive  to  the  RFA  will  be 
administratively  withdrawn  and  returned  to  the  applicant  without  review. 
Responsive  proposals  may  then  receive  a preliminary  review  by  a subcommittee 
of  the  review  panel  to  establish  those  applications  deemed  to  be  competitive. 
Those  judged  noncompetitive  will  be  so  designated,  and  an  abbreviated  summary 
statement  noting  the  major  deficiencies  will  be  sent  to  the  principal 
investigator.  Applications  judged  to  be  competitive  will  be  given  full  review 
by  a special  review  group  convened  by  NIA.  Following  review  by  the  initial 
review  group,  the  applications  will  be  considered  by  the  National  Advisory 
Council  on  Aging. 

Applicants  should  obtain  the  full  RFA  and  supplemental  information  and  discuss 
their  plans  with  and  direct  any  other  inquiries  to: 

Neil  Buckholtz,  Ph . D . 

NNA,  NIA,  NIH 
Building  31 , Room  5C35 
9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-9350 

FAX:  (301 ) 496-1494 

Inquiries  regarding  fiscal  matters  may  be  addressed  to; 

Mr.  Joseph  Ellis 
Grants  Management  Offiver 
National  Institute  on  Aging 
Building  31,  Room  5C07 
Bethesda,  MD  20892 

Although  not  a prerequisite  for  applying,  potential  applicants  are  encouraged 
to  submit  to  Dr.  Buckholtz,  at  the  address  indicated  above,  a non-binding 
letter  of  intent  to  apply  by  April  1,  1991.  Applications  must  be  complete  and 
received  by  May  21,  1991. 


MEDICAL  INFORMATICS  RESEARCH  TRAINING 

RFA  AVAILABLE:  LM-91-01 

P.T.  22;  K.W.  1004017,  1004000,  0720005,  0710030 

National  Library  of  Medicine 

Letter  of  Intent  Receipt  Date:  May  1,  1991 
Application  Receipt  Date:  June  10,  1991 

PURPOSE 

The  National  Library  of  Medicine  (NLM)  invites  training  grant  applications  in 
a single  competition  for  predoctoral  and  postdoctoral  research  training  in 
medical  informatics.  Applications  may  be  for  the  creation  of  new  training 
centers  or  for  the  renewal  of  existing  NLM-supported  training  programs.  This 
training  will  help  meet  a growing  need  for  qualified,  talented  investigators, 
well  prepared  to  address  information  problems  in  health  care,  health 
professional  education,  and  biomedical  research. 

Applications  must  clearly  indicate  that  the  primary  intent  of  the  program  is 
preparation  for  an  academic  career  in  Medical  Informatics.  Applications  must 
describe  the  process  by  which  trainees  will  become  familiar  with  the  many 
relevant  disciplines.  To  prepare  trainees  for  research  careers  in  a demanding 
research  environment,  the  sponsorship  of  a research-oriented,  academic  health 
sciences  institution  is  critical.  It  is  expected  that  the  core  of  training 
will  emphasize  the  synthesis,  organization,  retrieval,  and  effective 
management  of  knowledge.  The  curricula  should  be  inter-disciplinary  by 
including  topics  in  medicine  and  the  biological  sciences,  the  cognitive 
sciences,  information  science,  and  computer  science.  Training  sites  must 
offer  an  excellent  setting  for  instruction,  involvement  in  important  health 
computer  science  research,  and  opportunities  for  meaningful  trainee 
involvement  in  such  research. 
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OBJECTIVES  AND  SCOPE 


In  addition  to  the  general  goal  of  assisting  in  the  education  of  persons  to  be 
able  to  take  academic  positions  to  conduct  research  and  teach  medical 
informatics,  several  more  specialized  additions  to  the  training  programs  are 
likely  to  become  available  during  the  next  few  years  to  enhance  research 
training  grants  approved  in  the  FY  1991  competition.  Consequently,  NLM 
invites  applicant  institutions  to  include  their  plans  for  such  possible 
enhancements  within  the  application.  Some  potential  enhancement  areas 
(described  in  the  full  RFA)  are  high  performance  computing  and  communication, 
biotechnology,  cancer,  and  information  systems.  Dental  informatics  is  another 
area  for  which  additional  training  slots  may  become  available  in  the  future. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  T15  grant  mechanism,  NLM  plans  to  make  available 
approximately  $3  million  for  this  program  in  FY  1992.  It  is  expected  that  six 
to  ten  training  grants  will  be  awarded;  however,  actual  award  of  grants 
pursuant  to  this  RFA  is  necessarily  contingent  upon  receipt  of  funds 
appropriated  for  this  purpose.  These  awards  are  authorized  by  the  Medical 
Library  Assistance  Act  and  are  not  part  of  the  National  Research  Service 
Awards  Program  of  the  Public  Health  Service.  Prior  to  initial  scientific 
merit  review,  a triage  mechanism  may  be  employed  to  screen  out  applications 
that  are  clearly  noncompetitive  or  nonresponsive  to  the  RFA.  Such 
applications  would  be  returned  to  the  applicant. 

APPLICATION  SUBMISSION 

Letter  of  Intent:  Prospective  applicants  are  asked  to  submit  by  May  1,  1991, 
a letter  of  intent  that  includes  a descriptive  title,  the  name  and  address  of 
the  Principal  Investigator,  the  names  and  addresses  of  any  other  key 
investigators,  and  any  other  participating  institutions. 

Application  form  PHS-398  (rev.  10/88)  must  be  used  in  applying.  To  identify 
responses  to  this  announcement,  check  "yes"  and  type  the  RFA  number  and  title 
[RFA  LM-91-Q1,  MEDICAL  INFORMATICS  RESEARCH  TRAINING]  in  item  2 on  page  1 of 
the  grant  application.  The  RFA  label  provided  with  the  instructions  must  be 
affixed  to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could 
result  in  delayed  processing  of  your  application  such  that  it  may  not  reach 
the  review  committee  in  time  for  review . 

The  completed  original  application  and  six  (6)  copies  must  be  mailed  to: 

Division  of  Research  Grants 
National  Institute  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Applications  must  be  received  by  June  10,  1991.  Applications  received  after 
that  date  will  be  returned  to  the  applicant.  The  review  process  will  be 
completed  in  October  1991.  Funding  around  July  1,  1992  is  anticipated. 

INQUIRIES 

A more  detailed  RFA  may  be  obtained  from: 

Roger  W.  Dahlen,  Ph.D. 

Chief,  Biomedical  Information 
Support  Branch 
Extramural  Programs 
National  Library  of  Medicine 
8600  Rockville  Pike 
Building  38A,  Room  5S522 
Bethesda,  MD  20894 
Telephone:  (301)  496-4221 

FAX:  (301 ) 402-0421 

For  fiscal  and  administrative  matters,  contact: 

Ruth  Bortz 

National  Library  of  Medicine 
8600  Rockville  Pike 
Building  38A,  Room  5S522 
Bethesda,  MD  20892 
Telephones  (301)  496-4253 
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EXPLORATORY  CENTERS  FOR  HEALTH  BEHAVIOR  RESEARCH  WITH  CHILDREN  AND  ADOLESCENTS 


RFA  AVAILABLE:  NR-91-02 

P.T.  34,  AA;  K.W.  0404000,  0715020,  0745035 
National  Center  for  Nursing  Research 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  of  Mental  Health 

Letter  of  Intent  Receipt  Date:  April  15,  1991 
Application  Receipt  Date:  May  20,  1991 

PURPOSE 

The  National  Center  for  Nursing  Research  (NCNR),  the  National  Institute  of 
Child  Health  and  Human  Development  (NICHD)  and  the  National  Institute  of 
Mental  Health  (NIMH)  invite  applications  from  interested  institutions  to 
establish  multidisciplinary  exploratory  centers  to  investigate  health  behavior 
development  in  children  and  adolescents  (ages  8-18).  It  is  anticipated  that 
approximately  6 exploratory  centers  will  be  funded. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  Healthy  People  2000,  a PHS-led  national 
activitjr  for  setting  priority  areas.  This  RFA,  "Exploratory  Centers  for 
Health  Behavior  Research  with  Children  and  Adolescents,"  is  related  to  the 
priority  area  of  the  development  of  several  health  promotion  behaviors. 
Potential  applicants  may  obtain  a copy  of  Healthy  People  2000  (Full  Report: 
Stock  No.  017-001-00474-0)  or  Healthy  People  2000  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  D.C.  20402-9325  (Telephone  202-783-3238). 

BACKGROUND 

Recent  reports  highlight  the  significance  of  behaviors  relating  to  diet, 
physical  activity,  alcohol  and  tobacco  use,  injuries,  and  sexual  behaviors 
that  begin  in  childhood  and  adolescence,  compromise  health  in  the  short  term 
and  have  major  long-range  implications  for  the  onset  of  chronic  disease 
including  cardiovascular  disease  and  cancer.  This  RFA  seeks  empirically-based 
multidisciplinary  research  that  will  form  the  foundation  for  biomedical, 
behavioral  and  nursing  interventions  in  health  promotion  and  disease 
prevention,  and  facilitate  health-enhancing  patterns  of  behavior  in  children 
and  adolescents. 

SPECIFIC  OBJECTIVES  AND  AREAS  OF  INTEREST 

Applicants  are  invited  to  apply  for  support  of  projects  to  address  issues 
including  but  not  limited  to: 

A Behavioral  Epidemiology-Identification  and  Distribution  of 
Behavioral  Risk  Factors. 

B Establishment,  Change  and  Maintenance  of  Health  Related  Behaviors. 

C Basic  Behavioral  Biological  Mechanisms. 

ELIGIBILITY 

Institutions  or  consortia  of  institutions  are  eligible  to  apply  if  they  have 
at  least  two  Principal  Investigators  with  any  PHS  agency  or  comparable  peer 
reviewed  research  project  (R0 1 ) grants  that  are  currently  active  in  health  and 
behavior  research. 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  RFA  is  the  Exploratory  Center  Grant  (P20).  The 
Exploratory  Center  Grant  consists  of  (1)  an  administrative  and  planning  core 
providing  administrative,  coordinating,  research  planning,  logistical,  and/or 
methodological  ( e . g . , research  design,  data  analysis)  support  and  (2) 
small-scale  studies.  The  initial  award  period  is  for  three  years,  and  the 
award  may  not  be  renewed.  Grants  will  be  administered  in  accordance  with  the 
PHS  Grants  Policy  Statement  (10/01/90). 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
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provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

METHOD  OF  APPLYING 

Prior  to  submission  of  the  formal  application,  consultation  with  NCNR,  NICHD 
and/or  NIMH  concerning  the  technical  and  substantive  aspects  of  preparing  the 
application  is  recommended.  Copies  of  the  complete  RFA  can  be  obtained  from 
the  program  staff  listed  below: 

Direct  inquiries  to: 


NICHD 

Peter  Scheidt,  MD , MPH 
Medical  Officer 
Human  Learning  and  Behavior 
Branch,  NICHD,  NIH, 

9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-6591 


NCNR 

Sharlene  M.  Weiss,  PhD,  RN 
Chief,  Health  Promotion/Disease 
Prevention  Branch,  NCNR,  NIH 
9000  Rockville  Pike 
Building  31 , Room  5B09 
Bethesda,  MD  20892 
Telephone:  (301)  496-0523 


NIMH 

Leonard  Mitnick,  Ph.D. 

Chief,  Basic  Prevention  and  Behavioral  Medicine  Research 

Branch,  NIH 

Room  11C-06 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4337 


ONGOING  PROGRAM  ANNOUNCEMENTS 


THE  NCI  OUTSTANDING  INVESTIGATOR  GRANT 

PA:  PA-9 1-28 

P.T.  34;  K.W.  0715035,  0710030 
National  Cancer  Institute 
Application  Receipt  Date:  June  1,  1991 
SUMMARY  AND  PURPOSE 

The  National  Cancer  Institute  (NCI ) will  continue  to  accept  new  applications 
for  the  Outstanding  Invest igator  Grant  ( OIG ) , as  well  as  competing 
cont inuat ion  applications  from  currently  funded  OIG  recipients  in  the  fifth 
year  of  the  initial  award  period . The  purpose  of  the  OIG  is  to  encourage 
investigators  to  continue  or  embark  on  projects  of  unusual  potential  in  cancer 
research . Emphasis  will  be  placed  on  evidence  of  recent  substantive 
contributions  ( i . e . , seminal  ideas  and  innovat ive  approaches  to  resistent 
problems ) and  the  potential  for  continued  work  of  high  caliber . 

This  announcement  significantly  modifies  available  applicable  guidel ines  for 
the  OIG . Special  attent ion  should  be  given  to  the  requirements  for 
"Eligibility"  and  to  the  "General  Requirements"  for  preparation  of  new  and 
competing  continuation  applications  as  noted  below . 

ELIGIBILITY 

Appl icat ions  may  be  submitted  only  by  domestic  institutions  on  behalf  of 
investigators  who  have  recently  demonstrated  outstanding  research  productivity 
for  at  least  five  years . There  are  no  age  restrictions . Only  United  States 
citizens , nationals  or  permanent  residents  may  be  presented  as  candidates  for 
this  grant. 

Applications  will  be  accepted  by  the  NCI  only  when  they  are  cancer-related  as 
defined  by  the  Division  of  Research  Grants  (DRG)  grant  referral  guidelines. 
Investigators  whose  current  research  support  is  derived  predominantly  from 
sources  other  than  the  NCI  may  not  be  eligible  as  OIG  awardees . As  a general 
rule.  Investigators  will  be  allowed  to  consolidate  ONLY  NCI  supported  active 
cancer -related  peer  reviewed  grants  into  the  OIG  research  effort . In  this 
regard  applicants  are  encouraged  to  discuss  their  research  objectives  with 
appropriate  NCI  officials  before  applying . 
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The  OIG  Principal  Investigator  is  required  to  commit  75  percent  of  his  or  her 
time  and  effort  to  cancer  research  supported  by  the  OIG,  and  the  institution 
sponsoring  the  OIG  application  is  required  to  commit  itself  to  providing  25 
percent  of  the  Investigator's  salary  support.  However,  the  NCI  will  entertain 
requests,  on  a case-by-case  basis,  for  time  and  effort  commitments  of  less 
than  75  percent  (with  a proposed  minimum  of  50  percent)  to  the  OIG  project 
based  upon  allowable  retention  of  other  ongoing  peer  reviewed  grants. 

Applications  that  do  not  meet  all  of  the  above  eligibility  criteria  or  that 
have  not  had  approval  from  the  NCI  as  exceptions  to  the  above  criteria  will  be 
returned  to  the  applicant. 

GENERAL  REQUIREMENTS 

New  (Type  1)  and  competing  continuation  (Type  2)  OIG  applicants  will  be 
required  to  provide  a detailed  ("evaluable")  proposal  emphasizing  his/her 
accomplishments  prior  to  (Type  1)  and  during  (Type  2)  the  first  grant  period 
and  a detailed  description  of  the  activities  to  be  supported  under  the  next 
competing  award  period.  The  budget  request  must  be  in  specific  terms  and  a 
zero-based  budget*  should  be  developed  to  assist  reviewers  in  making  explicit 
budget  recommendations. 

REVIEW  PROCEDURES 

Applications  will  be  assigned  to  an  appropriate  subset  of  a nationwide  panel 
of  recognized  cancer  investigators  convened  by  the  Division  of  Extramural 
activities,  NCI  and  reviewed  for  scientific  and  technical  merit.  Following 
review  by  the  initial  review  group,  the  applications  will  receive  a 
second-level  review  by  the  National  Cancer  Advisory  Board  (NCAB)  prior  to  a 
final  funding  decision  by  the  NCI. 

HOW  TO  APPLY 

o The  date  of  receipt  of  all  OIG  applications,  including  competing 
continuation  applications  has  been  changed  to  June  1 of  each  year. 

They  will  be  processed  for  review  at  the  earliest  possible  meeting 
of  the  NCAB. 

o Applications  for  this  award  should  be  made  on  Form  PHS  398  (rev. 

10/88)  in  accordance  with  instructions  in  this  Announcement.  These 
forms  are  available  at  most  academic  or  research  institutional 
business  offices  and  from  the  Office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Room  449 
Westwood  Building,  5333  Westbard  Avenue,  Bethesda,  Maryland  20892. 

o The  title  "NCI  OUTSTANDING  INVESTIGATOR  GRANT,  PA-91 -28"  must  be 
typed  in  section  2 on  the  first  page  of  the  application. 

o A letter  indicating  clear  and  continual  institutional  commitment  by 
the  Institution  to  the  applicant  must  accompany  the  application  in 
order  for  the  NCI  to  begin  the  review  process. 

o Applications  must  be  accompanied  by  a curriculum  vitae  and  a 
complete  bibliography.  Abbreviated  curricula  vitae  of  all 
professional  persons  (doctoral  level  or  equivalent)  listed  on  the 
personnel  page  should  be  included.  Reprints  of  no  more  than  five 
publications  may  be  submitted.  For  a new  application  that  proposes 
primarily  the  consolidation  of  existing  NCI-supported  research 
grants,  the  prose  portion  may  not  exceed  ten  typewritten  pages. 

For  these  applications,  detailed  descriptions  of  methods  are  not 
required  because  the  evaluation  of  the  new  OIG  application  will  be 
based  mostly  on  the  applicant's  track  record  in  the  context  of 
current  peer-reviewed  support.  However,  these  new  applications 
must  outline  the  main  objectives  to  be  pursued  and  discuss  the 
significance  of  the  research.  When  objectives  are  proposed  that 
are  outside  the  context  of  current  peer-reviewed  activities, 
portions  of  the  application  addressing  those  aims  should  be  written 
in  more  detail.  Therefore,  for  applications  proposing  new  research 
areas,  and  for  competing  renewal  applications,  up  to  18  pages  of 
prose  are  allowable. 

o The  applicant  investigator  and  his/her  institution  must  present  a 
workable  plan  for  consolidat ion  of  the  applicant's  current  research 
support  and  conversion  of  staff  and  facilities  to  be  supported  by 
the  OIG.  This  must  be  submitted  as  a separate  section  of  the  grant 
application  immediately  following  the  budget  section. 
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o The  original  and  six  legible  copies  of  the  application  should  be 
submitted  to  BRG,  NIH,  as  directed  in  the  instructions  of  the  grant 
application . 

INQUIRIES 

All  potential  applicants  of  this  award  are  advised  that  the  full  text  of  this 
Program  Announcement,  containing  currently  applicable  guidelines,  is  now 
available  and  should  be  requested  prior  to  submitting  an  application  for  the 
June  1,  1991  receipt  date. 

Please  direct  inquiries  for  further  information  on  application  development  to: 

Barbara  S.  Bynum 
Director 

Division  of  Extramural  Activities 
National  Cancer  Institute 
Building  31,  Room  10AQ3 
Bethesda,  MD  20892 
Telephone:  (301)  496-5147 

For  fiscal  and  administrative  matters,  contact: 

Crystal  Elliott 
Grants  Management  Specialist 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800  x!9 

K Budget  request  should  justify  each  item  for  which  support  is  requested  and 
should  not  be  presumed  to  include  all  funds  currently  available  to  the 
Principal  Investigator  under  active  grant  awards. 


ACADEMIC  AWARD  IN  ENVIRONMENTAL/OCCUPATIONAL  MEDICINE 

PA:  PA-9 1-29 

P.T.  34;  K.W.  0725020,  0725000,  0720005 

National  Institute  of  Environmental  Health  Sciences 

Application  Receipt  Date:  June  1,  1991 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  announces  its 
second  national  competition  for  Environmental/Occupational  Medicine  Academic 
Awards  which  first  appeared  in  the  NIH  Guide,  Vol . 19,  No.  8,  February  23, 
1990,  Page  9.  The  award  will  have  the  dual  purpose  of  improving  the  quality 
of  environmental/occupational  medicine  curricula  and  of  fostering  graduate 
research  careers  in  environmental/occupation  medicine.  Each  school  of 
medicine  or  osteopathy  in  the  United  States  and  its  possessions  or  territories 
is  eligible  to  compete  for  Environmental/  Occupational  Medicine  Academic  Award 
for  a project  period  that  does  not  exceed  five  years  and,  if  successful,  to 
receive  the  Award  once  only.  The  number  of  new  awards  made  each  year  will 
depend  on  the  availability  of  funds. 

For  the  purposes  of  the  Environmental/Occupational  Medicine  Academic  Award, 
the  term  environmental/occupational  medicine  refers  to  the  area  of  medicine 
concerned  with  the  development  of  knowledge  and  the  application  of  knowledge 
directed  at  the  diagnosis,  treatment,  and  prevention  of  adverse  human  health 
effects  from  environmental/occupational  exposures  to  toxic  agents.  This 
includes  adverse  health  effects  in  infants,  children,  and  adults  who  are  at 
risk  of  developing  such  health  problems  and  the  reduction  of  preventable 
complications  or  disability  in  persons  of  all  ages  who  have  already  developed 
such  diseases. 

NIEHS  initiated  the  Environmental/Occupational  Medicine  Academic  Award  Program 
to  provide  a stimulus  for  development  of  an  environmental/occupational 
medicine  curriculum  in  those  schools  that  do  not  have  one  and  to  strengthen 
and  improve  the  environmental/occupational  medicine  curriculum  in  schools  that 
do.  Awards  provide  support  to  applicant  faculty  members  for  their  educational 
development  and  for  implementation  or  expansion  of  the  curriculum  in 
environmental/occupational  medicine . 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  Healthy  People  2000,  a PHS-led  national 
activity  for  setting  priority  areas.  This  Program  Announcement,  Academic 
Award  in  Environmental/Occupational  Medicine,  is  related  to  the  priority  area 
of  environmental  health.  Potential  applicants  may  obtain  a copy  of  Health 
People  2000  (Full  Report:  Stock  No.  017-001-00474-0)  or  Healthy  People  2000 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (Telephone 
202-783-3238)  . 

Applications  must  be  received  by  June  1,  1991,  for  review  at  the  January 
meeting  of  the  National  Environmental  Health  Sciences  Advisory  Council. 

Awards  will  be  made  with  a beginning  date  of  July  1,  1992.  Copies  of  the 
Program  Guidelines  are  currently  available  from: 

Annette  Kirshner,  Ph.D. 

Scientific  Programs  Branch 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
National  Institute  of  Health 
P.  0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-0488 

For  fiscal  and  administrative  matters,  contact: 

David  L.  Mineo 

Grants  Management  Officer 

Grants  Management  Branch 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
National  Institutes  of  Health 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 

The  programs  of  the  National  Institute  of  Environmental  Health  Sciences  are 
identified  in  the  Catalog  of  Federal  Domestic  Assistance,  Number  93.894. 

Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act, 
Section  301  (42  USC  241)  and  administered  under  PHS  grant  policies  and  Federal 
regulations,  most  specifically  42  CFR  Part  52  and  45  CFR  Part  74.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  to  review  by  a Health  Systems  Agency. 


SHORT-TERM  TRAINING  FOR  MEDICAL  STUDENTS  IN  ENVIRONMENTAL/OCCUPATIONAL  HEALTH 

PA:  PA-91-30 

P.T.  34;  K.W.  0725020,  0725000,  0720005 

National  Institute  of  Environmental  Health  Sciences 

Application  Receipt  Date:  May  10,  1991 

The  purpose  of  this  second  announcement,  which  first  appeared  in  the  NIH 
Guide,  Vol . 19,  No.  9,  March  2,  1990,  Page  10,  is  to  solicit  applications  for 
short-term  training  of  medical  students  in  disciplines  related  to 
environmental  and  occupational  medicine.  Two  types  of  mechanisms  are 
available . 

Medical  schools  at  which  there  is  a currently  active  National  Institute  of 
Environmental  Health  Sciences  (NIEHS ) Institutional  Training  Grant  (T32)  may 
submit  a supplemental  application  to  support  3-5  medical  students  for  summer 
or  off-term  research.  The  period  of  support  may  not  exceed  three  months. 
Requests  for  short-term  training  may  be  submitted  only  at  the  time  of 
competitive  renewal. 

Medical  schools  that  do  not  currently  have  an  NIEHS  Institutional  Training 
Grant  but  do  have  ongoing  basic  and/or  clinical  research  activities  in  areas 
related  to  environmental/occupational  health  may  apply  for  a National  Research 
Service  Award  for  Short-Term  Training  (T35)  to  support  3-5  students  per  year 
as  described  above. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  ( PHS ) is  committed  to  achieving  the  health  promot ion 
and  disease  prevention  objectives  of  Healthy  People  2000 , a PHS-led  national 
activity  for  setting  priority  areas . This  Program  Announcement , Short-Term 
Training  for  Medical  Students  in  Environmental/ Occupational  Health,  is  related 
to  the  priority  area  of  environmental  health . Potential  applicants  may  obtain 
a copy  of  Health  People  2000  ( Full  Report : Stock  No . 017-001-00474-0)  or 
Healthy  People  2000  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office , Washington,  D . C . 
20402-9325  (Telephone  202-783-3238). 

For  additional  information  and  special  instructions,  contact : 

Annette  Kirshner,  Ph.D. 

Scientific  Programs  Branch 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
National  Institute  of  Health 
P.  0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone;  (919)  541-0488 

For  fiscal  and  administrative  matters,  contact: 

David  L.  Mineo 

Grants  Management  Officer 

Grants  Management  Branch 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
National  Institutes  of  Health 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 


ERRATA 


CLINICAL  TREATMENT  AND  CORRELATES  OF  UPPER  GI  CARCINOMA 

RFA:  CA-91-03 

P.T.  34;  K.W.  0715035,  0705025,  0745070 

National  Cancer  Institute 

Letter  of  Intent  Date:  February  25,  1991 
Application  Receipt  Date:  April  8,  1991 

The  Division  of  Cancer  Treatment  of  the  National  Cancer  Institute  would  like 
to  clarify  Request  for  Applications  (RFA)  CA-91-03  with  regard  to  appropriate 
upper  gastrointestinal  (GI)  tumor 

sites.  This  RFA  titled  "Clinical  Treatment  and  Correlates  of  Upper  GI 
Carcinoma"  was  published  December  28 , 1 990 . Carcinoma  of  the  upper  GI  tract 
is  now  defined  to  include  "pancreatic  carcinoma"  in  addition  to  esophagus  and 
stomach  carcinomas.  The  RFA  invites  research  grant  applications  (R01 ) from 
interested  investigators  to  assess  new  clinical  correlates  and  develop  new 
treatment  modalities  in  upper  gastrointestinal  carcinoma . 

Written  or  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA 
or  inquiries  about  whether  or  not  specific  research  would  be  responsive  are 
encouraged  and  should  be  directed  to  Ms . Diane  Bronzert  at  the  address  below . 

Ms.  Diane  Bronzert 
Program  Director 

Cancer  Therapy  Evaluation  Program 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Room  734 
Bethesda,  MD  20892 
Telephone:  (301)  496-8866 

FAX:  (301 J 496-9384 
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For  fiscal  and  administrative  matters,  contact: 


Mary  Niemiec 
DCT  Grants 

Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  242 
Bethesda , MD  20892 
Telephone:  (301)  496-7800 


PREDOCTORAL  FELLOWSHIP  AWARDS  FOR  MINORITY  STUDENTS 

RFA:  GM-91-01 

P.T.  22,  FF;  K.W.  072005,  1014002 

National  Institute  of  General  Medical  Sciences 

Application  Receipt  Date:  May  10,  1991 

The  Eligibility  Requirements  as  printed  in  the  NIH  Guide  for  Grants  and 
Contracts  on  February  15,  1991,  Vol . 20,  No.  7,  should  be  corrected  to  read: 

ELIGIBILITY  REQUIREMENTS 

An  applicant  must  currently  be  enrolled  in  a Ph.D.  or  M.D./Ph.D.  graduate 
program  in  the  biomedical  sciences,  or  have  been  accepted  by  and  agreed  to 
enroll  in  such  a graduate  program  the  following  academic  year. 

Eligibility  for  these  awards  is  limited  to  students  who  are  U.S.  citizens, 
non-citizen  nationals,  and  permanent  residents  from  ethnic/racial  groups  that 
are  underrepresented  in  research  in  the  biomedical  sciences.  For  the  purpose 
of  this  announcement,  underrepresented  minority  students  are  defined  as 
individuals  belonging  to  a particular  ethnic  or  racial  group  which  has  been 
determined  by  the  applicant's  graduate  institution  to  be  underrepresented  in 
biomedical  or  behavioral  research.  In  making  these  awards,  the  NIH  will  give 
priority  consideration  to  applications  from  Black,  Hispanic,  Native  American, 
and  Pacific  Islander  and  other  ethnic  or  racial  group  members  who  have  been 
found  to  be  underrepresented  in  biomedical  or  behavioral  research  nationally. 


RESEARCH  AND  DEMONSTRATION  GRANTS  RELATING  TO  OCCUPATIONAL  SAFETY  AND  HEALTH 

PA:  PA-91 -27 

P.T.  34;  K.W.  0725020,  0403004,  0715027 
Centers  for  Disease  Control 

National  Institute  for  Occupational  Safety  and  Health 

This  Program  Announcement  was  published  in  the  NIH  Guide  for  Grants  and 
Contracts  on  February  22,  1991,  Vol.  20,  No.  8.,  and  contained  an  incorrect  PA 
number.  The  corrected  PA  number  is  PA-91 -27.  Applications  submitted  in 
response  to  this  Program  Announcement  must  insert  the  title  of  this 
announcement  and  PA-91 -27  on  line  2 of  the  application  face  page. 


X*THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 


*U.S.G.P. 0:1 99 1-26 1-138:20035 
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NOTICES 


CONFERENCE:  FOSTERING  SCIENTIFIC  INTEGRITY  IN  BIOMEDICAL  RESEARCH  1 

National  Institutes  of  Health 
Index:  NATIONAL  INSTITUTES  OF  HEALTH 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


NATIONAL  EPIDERMOLYSIS  BULLOSA  REGISTRY  - CLINICAL  COORDINATING 

CENTER  CRFP)  1 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Index:  ARTHRITIS,  MUSCULOSKELETAL  DISEASES,  SKIN  DISEASES 

NATIONAL  EPIDERMOLYSIS  BULLOSA  REGISTRY  - CLINICAL  SITES  (RFP)  2 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Index:  ARTHRITIS,  MUSCULOSKELETAL  DISEASES,  SKIN  DISEASES 

EVENT  RECORDINGS  OF  HIGH  RISK  INFANTS  ON  APNEA  MONITORS  (RFA  HD-91 -02)  3 

National  Institute  of  Child  Health  and  Human  Development 
Index:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

SHORT-TERM  CLINICAL  TRAINING  GRANTS  IN  DIAGNOSIS  AND  TREATMENT  OF 

DEPRESSIVE  DISORDERS  (RFA  MH-91-04)  5 

National  Institute  of  Mental  Health 
Index:  MENTAL  HEALTH 

SHORT-TERM  GRANTS  FOR  TRAINING  MEDICAL  STUDENTS  IN  THE  DIAGNOSIS  AND 

TREATMENT  OF  DEPRESSIVE  DISORDERS  (RFA  MH-91-05)  6 

National  Institute  of  Mental  Health 
Index:  MENTAL  HEALTH 


COOPERATIVE  CLINICAL  STUDIES  FOR  THE  TREATMENT  OF  COGNITIVE  IMPAIRMENT  AND 

BEHAVIORAL  DISORDERS  ASSOCIATED  WITH  ALZHEIMER'S  DISEASE  (RFA  AG-91 -10)  7 

National  Institute  on  Aging 
Index:  AGING 


COOPERATIVE  AGREEMENT  FOR  MULTI-SITE  TRIALS  OF  BEHAVIORAL  STRATEGIES  TO 

PREVENT  THE  FURTHER  SPREAD  OF  HIV  INFECTION  (MH-91-06)  8 

National  Institute  of  Mental  Health 
National  Institute  on  Drug  Abuse 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
National  Institute  of  Child  Health  and  Human  Development 
Centers  for  Disease  Control 

Health  Resources  and  Services  Administration 

Index:  MENTAL  HEALTH,  DRUG  ABUSE,  ALCOHOL  ABUSE,  ALCOHOLISM,  CHILD 

HEALTH,  HUMAN  DEVELOPMENT,  CENTERS  FOR  DISEASE  CONTROL, 

HEALTH  RESOURCES  AND  SERVICES 


STUDIES  ON  THE  ETIOLOGY  AND  PATHOGENESIS  OF  POLYCYSTIC  KIDNEY 

DISEASE  (RFA  DK-91-08)  9 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Index:  DIABETES,  DIGESTIVE  DISEASES,  KIDNEY  DISEASES 

COOPERATIVE  SPECIALIZED  INFERTILITY  RESEARCH  CENTER  PROGRAM  (HD-91-06)  .....10 
National  Institute  of  Child  Health  and  Human  Development 
Index:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 


COOPERATIVE  CONTRACEPTIVE  DEVELOPMENT  RESEARCH  CENTERS  PROGRAM  (HD-91-07)  ..12 
National  Institute  of  Child  Health  and  Human  Development 
Index:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 


EFFECT  OF  SPECIFIC  COMPONENTS  OF  HUMAN  MILK  ON  THE  NURSLING  (RFA  HD-91-10)  .14 
National  Institute  of  Child  Health  and  Human  Development 
Index:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 


MINORITY  ONCOLOGY  LEADERSHIP  ACADEMIC  AWARD  (RFA  CA-91-11) 
National  Cancer  Institute 
Index:  CANCER 


16 


CLINICAL  INVESTIGATOR  AWARD  FOR  RESEARCH  ON  SPECIAL  POPULATIONS 


(RFA  CA-91-12)  17 

National  Cancer  Institute 
Index:  CANCER 

MINORITY  SCHOOL  FACULTY  DEVELOPMENT  AWARD  (RFA  CA-91-13)  19 

National  Cancer  Institute 
Index:  CANCER 

RESEARCH  UNITS  ON  PELVIC  INFLAMMATORY  DISEASE  AND  ITS  SEQUELAE 

(RFA  AI-91-08)  20 

National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  ALLERGY,  INFECTIOUS  DISEASES 


NOTICES 


CONFERENCE:  FOSTERING  SCIENTIFIC  INTEGRITY  IN  BIOMEDICAL  RESEARCH 

P.T.  42;  K.W.  1014004,  1014006 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH),  the  Association  of  American  Medical 
Colleges,  and  Washington  University  School  of  Medicine  are  co-sponsoring  an 
interactive  conference  for  biomedical  investigators,  research  administrators, 
and  university  attorneys  with  an  interest  in  fostering  the  integrity  of 
scientists.  The  goals  of  the  workshop  are  to  discuss  the  scope  of  the  problem 
of  scientific  misconduct;  to  identify  perceived  or  real  factors  contributing 
to  misconduct ; to  discuss  the  roles  of  Congress,  NIH,  and  institutions  in 
managing  allegat ions  of  scientific  misconduct ; to  examine  how  well  specific 
institutions  have  dealt  with  allegations  of  fraud,  plagiarism  or  other 
unacceptable  scientific  pract ices ; to  discuss  any  special  ethical 
considerations  associated  with  Industry/University  ties;  and  to  discuss  the 
responsibilities  of  authors  and  collaborators  in  maintaining  scientific 
integrity  in  research.  Several  break-out  sessions  will  address  focussed 
topics  of  particular  concern . 

This  conference  is  approved  for  credit  in  AMA  Category  1 . 

DATES:  April  25-26,  1990 

SITE:  The  Adams  Mark  Hotel,  St.  Louis,  MO 

PROGRAM  AND  REGISTRATION  INFORMATION:  Telephone:  (800)  325-9862,  interstate 

(314)  362-6893,  in  Missouri 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


NATIONAL  EPIDERMOLYSIS  BULLOSA  REGISTRY  - CLINICAL  COORDINATING  CENTER 

RFP  AVAILABLE:  RFP-NIH-NIAMS-9 1 -1 
P.T.  04;  K.W.  0780030,  0785045,  0755018 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
(NIAMS ) has  a requirement  for  the  continuation  of  a Clinical  Coordinating 
Center  for  the  National  Epidermolysis  Bullosa  Registry.  The  National 
Epidermolysis  Bullosa  Registry  (NEBR)  that  will  consist  of  one  (1)  Clinical 
Coordinating  Center  and  four  (4)  Clinical  Sites,  is  aimed  at  searching  for  the 
basic  defect , improving  methods  of  diagnosis , and  developing  effect ive  methods 
in  treatment  and  prevention . The  NEBR  will  continue  to:  (1)  develop  a roster 
of  well-characterized  patients  with  the  different  forms  of  Epidermolysis 
Bullosa  (EB ) . Selected  patients  will  be  requested  to  contribute  specimens  and 
to  be  followed  as  part  of  diagnostic,  research , and  in  some  cases  therapeutic , 
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protocols;  (2)  determine  with  accuracy  and  precision  the  incidence  and 
prevalence  of  disease  by  clinical  genetic  type  in  a sufficiently  broad 
geographic  region  to  permit  extrapolation  of  data  to  the  United  States  as  a 
whole;  (3)  increase  information  on  genetics,  particularly  family  patterns  or 
sporadic  occurrence  of  disease,  including  penetrance  and  severity;  (4)  assess 
disease  distribution  geographically,  to  search  for  clusters  and  patterns  and 
assess  the  societal  and  economic  impact  of  the  disease;  (5)  develop  a pool  of 
patients  of  the  same  genetic  type  from  a wide  variety  of  studies  on 
pathogenesis  and  genetics  of  EB , including  support  for  the  banking  of 
appropriate  tissue  specimens;  and  (6)  foster  and  support  well  designed  and 
well  executed  clinical  trials  of  new  therapeutic  interventions  in  carefully 
selected  groups  of  patients  with  one  or  another  form  of  EB . 

The  responsibilities  of  the  Clinical  Coordinating  Center  are  primarily  the 
coordination  of  the  clinical  and  basic  science  aspects  of  the  NEBR  and,  to  a 
lesser  degree,  the  handling  of  the  raw  data.  Performance  of  the  primary 
functions  of  the  Clinical  Coordinating  Center,  both  at  the  time  of  the  award 
and  during  the  contract  period,  will  require  extensive  and  continuing  hands-on 
involvement  in  the  clinical  laboratory  and  basic  science  aspects  of  EB . It  is 
necessary  that  the  Clinical  Coordinating  Center  be  located  at  one  of  the 
Clinical  Sites.  (Offerors  to  this  solicitation  must  also  submit  proposals  in 
response  to  RFP  No.  NIH-NIAMS-9 1 -4 , "National  Epidermolysis  Bullosa  Registry  - 
Clinical  Sites",  published  in  this  issue  of  the  NIH  Guide  for  Grants  and 
Contracts  . ) 

This  Request  for  Proposals,  RFP  No.  NIH-NIAMS-9 1 - 1 , will  be  available  on  or 
about  March  22,  1991,  with  a closing  date  set  for  May  6,  1991.  To  receive  a 
copy  of  the  RFP,  please  supply  this  office  with  two  (2)  self-addressed  mailing 
labels.  Requests  for  the  RFP  should  be  sent  to  the  following  address: 

Patrick  M.  Sullivan,  Acting  Chief 
Contracts  Management  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

National  Institutes  of  Health 

Westwood  Building,  Room  602 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

This  advertisement  does  not  commit  the  Government  to  award  a contract. 


NATIONAL  EPIDERMOLYSIS  BULLOSA  REGISTRY  - CLINICAL  SITES 

RFP  AVAILABLE:  RFP-NIH-NIAMS-9 1 -4 
P.T.  04;  K.W.  0780030,  0785045,  0755018 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
(NIAMS)  has  a requirement  for  the  continuation  of  Clinical  Sites  for  the 
National  Epidermolysis  Bullosa  Registry.  The  National  Epidermolysis  Bullosa 
Registry  (NEBR),  which  will  consist  of  one  (1)  Clinical  Coordinating  Center 
and  four  (4)  Clinical  Sites,  is  aimed  at  searching  for  the  basic  defect, 
improving  methods  of  diagnosis,  and  developing  effective  methods  in  treatment 
and  prevention.  The  NEBR  will  be  continued  to:  (1)  develop  a roster  of  well 
characterized  patients  with  the  different  forms  of  Epidermolysis  Bullosa  (EB). 
Selected  patients  will  be  requested  to  contribute  specimens  and  to  be  followed 
as  part  of  diagnostic,  research,  and  in  some  cases  therapeutic,  protocols;  (2) 
determine  with  accuracy  and  precision  the  incidence  and  prevalence  of  disease 
by  clinical  genetic  type  in  a sufficiently  broad  geographic  region  to  permit 
extrapolation  of  data  to  the  United  States  as  a whole;  (3)  increase 
information  on  genetics,  particularly  family  patterns  or  sporadic  occurrence 
of  disease,  including  penetrance  and  severity;  (4)  assess  disease  distribution 
geographically,  to  search  for  clusters  and  patterns  and  assess  the  societal 
and  economic  impact  of  the  disease;  (5)  develop  a pool  of  patients  of  the  same 
genetic  type  for  a wide  variety  of  studies  on  pathogenesis  and  genetics  of  EB, 
including  support  for  the  banking  of  appropriate  tissue  specimens;  and  (6) 
foster  and  support  well-designed  and  well-executed  clinical  trials  of  new 
therapeutic  interventions  in  carefully  selected  groups  of  patients  with  one  or 
another  form  of  EB . The  Clinical  Sites  will  be  responsible  for  direct  contact 
with  EB  patients  and  for  their  enrollment  in  the  registry.  This  will  include 
standardized  history,  physical  examination,  general  laboratory  examination, 
and  those  specialized  studies  required  for  EB  diagnosis.  Determination  of  the 
studies  required  for  the  diagnosis  of  EB  and  its  subgroups  will  be  the 
responsibility  of  the  offerors.  Clinical  sites  will  be  responsible  for  the 
conduct  of  clinical  trials  and  for  the  submission  of  tissue  specimens  from 
appropriate  patients  for  tissue  banking.  (The  Clinical  Coordinating  Center 
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must  be  located  at  a Clinical  Site.  Please  refer  to  RFP  No.  NIH-NIAMS-9 1 - 1 , 
published  in  this  issue  of  the  NIH  Guide  for  Grants  and  Contracts.)  The 
institute  plans  to  make  four  awards  from  this  solicitation. 

This  Request  for  Proposals,  RFP  No.  NIH-NIAMS-9 1 -4 , will  be  available  on  or 
about  March  22,  1991,  with  a closing  date  set  for  May  6,  1991.  To  receive  a 
copy  of  the  RFP,  please  supply  this  office  with  two  (2)  self-addressed  mailing 
labels.  Since  a limited  number  of  copies  will  be  printed,  requests  shall  be 
filled  on  a f irst~come-f irst-served  basis  until  the  supply  is  exhausted. 
Requests  for  the  RFP  should  be  sent  to  the  following  address: 

Patrick  M.  Sullivan,  Acting  Chief 
Contracts  Management  Branch 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

National  Institutes  of  Health 

Westwood  Building,  Room  602 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

This  advertisement  does  not  commit  the  Government  to  award  a contract. 


EVENT  RECORDINGS  OF  HIGH  RISK  INFANTS  ON  APNEA  MONITORS 

RFA  AVAILABLE:  HD-91 -02 

P.T.  34 ; K.W.  0765035,  0706020,  0403020,  1004008 
National  Institute  of  Child  Health  and  Human  Development 
Application  Receipt  Date:  June  10,  1991 

The  Pregnancy  and  Perinatology  Branch  (PPB)  of  the  Center  for  Research  for 
Mothers  and  Children  (CRMC)  of  the  National  Institute  of  Child  Health  and 
Human  Development  (NICHD)  invites  applications  from  clinical  investigators  and 
statisticians  willing  to  participate  with  NICHD  under  a cooperative  agreement 
in  a multi-center  collaborative  study  regarding  the  usefulness  of  home 
monitors  in  the  management  of  infantile  apnea.  Applications  are  sought  from 
clinical  centers  intending  to  participate  as  clinical  units  in  the  study  and 
from  institutions  intending  to  serve  as  a Data  Coordinating  and  Analysis 
Center.  An  institution  may  apply  for  either  function  or  both. 

The  Public  Health  Service  is  committed  to  achieving  the  health  promotion  and 
disease  prevention  objectives  of  Healthy  People  2000,  a PHS-led  national 
activity.  This  Request  for  Applications  (RFA),  "Event  Recordings  of  High  Risk 
Infants  on  Apnea  Monitors,"  is  related  to  the  priority  area  of  "Maternal  and 
Infant  Health."  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238) . 

BACKGROUND 

Each  year  between  6,000  and  7,000  infants  in  the  United  States  die  with  a 
diagnosis  of  Sudden  Infant  Death  Syndrome  (SIDS).  SIDS  is  defined  as  the 
"sudden  death  of  an  infant  or  young  child,  which  is  unexpected  by  history,  and 
in  which  a thorough  postmortem  examination  fails  to  demonstrate  an  adequate 
cause  of  death . " 

In  order  to  conduct  an  invest igat ion  of  whether  infantile  apnea  monitors  are 
obtaining  appropriate  data  to  identify  and  describe  life-threatening  events, 
we  must  study  a subpopulation  of  infants  who  have  been  diagnosed  as  "at  risk" 
for  sudden  death.  These  infants,  for  whom  home  monitoring  of  respiration  and 
heart  rate  is  medically  indicated,  include:  premature  infants  who  have  apnea 
at  time  of  discharge  from  the  hospital,  infants  who  have  experienced  a severe 
apparent  life-threatening  event  ( ALTE ) , and  subsequent  siblings  of  SIDS 
victims . 

The  NICHD  intends  to  establish  a network  of  clinical  trial  sites,  with  central 
data  management  and  data  analysis,  that  will  evaluate  home  apnea  monitoring  in 
high-risk  infants.  The  specific  aims  of  the  study  conducted  in  response  to 
this  solicitation  are  to  obtain  physiologic  parameters  of  cardiorespiratory 
episodes  in  infants  at  risk  for  life-threatening  events,  improve  the  quality 
of  home  monitoring,  and  determine  compliance  in  monitor  use. 
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STUDY  ORGANIZATION  AND  SCOPE 


The  NICHD  will  establish  a network  of  approximately  five  clinical  units  and  a 
Data  Coordinating  and  Analysis  Center  that  will  develop  and  conduct  a 
standard,  common  protocol,  under  a cooperative  agreement  with  NICHD.  The 
clinical  units  will  have  primary  responsibility  for  enrollment  and  evaluation 
of  study  participants.  One  of  the  units  will  serve  as  a Clinical  Trial 
Operations  Center  for  primary  central  data  collection  and  to  support  the  sites 
regarding  protocol  implementation.  The  Data  Coordinating  and  Analysis  Center 
will  have  responsibility  for  data  collection  and  management. 

The  work  accomplished  under  the  cooperative  agreement  is  expected  to  follow 
this  general  outline  (duration  of  phases  are  estimates  only): 

Phase  1 (12  months):  The  Steering  Committee,  composed  of  Principal 
Investigators  and  NICHD  staff,  will: 

o identify  study  objectives,  considering  the  relevant  research 
questions,  and  available  resources. 

o develop  the  standard  protocol  and  data  forms. 

o develop  a standard  system  for  analysis  of  event  recordings  and 
polysomnograms . 

o develop  a database  management  system,  with  primary  input  from  the 
Data  Coordinating  and  Analysis  Center  and  consultant  NICHD 
statist icians . 

o adopt/develop  standard  manuals  and  training  programs  for  physicians 
and  parents  to  support  the  appropriate  use  of  the  monitors  and  to 
optimize  compliance. 

o adopt/develop  standard  autopsy,  pathology,  and  death  scene 

investigation  protocols  for  all  infant  deaths  within  the  first  year 
of  1 if e . 

The  Clinical  Units  and  Data  Coordinating  and  Analysis  Center  will  enroll  a 
limited  number  of  infants  in  a pilot  test  of  the  protocol  and  data  management 
system . 

The  awardees  will  hire  and  train  staff  in  preparation  for  protocol 
implementation  and  data  management. 

The  Data  Coordinating  and  Analysis  Center  will  develop  a quality  assurance 
system . 

Note:  Phases  2 and  3 will  run  concurrently. 

Phase  2 (44  months):  The  Clinical  Units  will  evaluate  and  enroll  patients 
into  the  protocol.  Every  effort  will  be  made  to  enroll  minority  populations. 
The  units  will  collect  data  with  adequate  attention  to  the  fidelity  of  records 
and  will  provide  information  in  uniform  data  format  for  analysis.  The  Data 
Coordinating  and  Analysis  Center  will  implement  the  data  coordination  and 
quality  assurance  systems  and  provide  data  summaries  to  the  Steering  Committee 
as  determined  by  the  protocol. 

Phase  3 (30  months):  Based  on  reports  of  the  aggregated  data,  and 
recommendations  of  the  Data  Safety  and  Monitoring  Board  (DSMB),  the  Steering 
Committee  will  decide  to  modify  the  protocol  or  determine  the  need  to 
terminate  the  study  because  the  data  is  sufficient  to  meet  the  objectives  of 
the  protocol.  (The  DSMB  will  be  empowered  to  oversee  the  safety  of  the 
study . ) 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  adequately  represented  in  the 
study  populations  for  clinical  studies,  a specific  justification  for  this 
exclusion  or  inadequate  representation  must  be  provided.  Applications  without 
such  documentation  will  not  be  accepted  for  review. 

MECHANISM  OF  SUPPORT  - Terms  of  the  Agreement 

The  funding  mechanism  to  be  used  to  assist  the  scientific  community  in 
undertaking  this  system  of  clinical  investigation  will  be  a cooperative 
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agreement  between  the  participating  units  and  NICHD . The  major  difference 
between  a cooperative  agreement  and  a research  grant  is  that  there  will  be 
substantial  programmatic  involvement  of  NICHD  staff  above  and  beyond  the 
levels  required  for  traditional  program  management  of  grants.  All  parties 
will  agree  to  accept  the  coordinating  role  of  the  group  and  the  participatory 
and  cooperative  nature  of  the  group  process.  Up  to  $ 1 ,500,000  in  direct 
costs  has  been  set  aside  for  the  first  year  of  these  Cooperative  Agreements, 
and  it  is  anticipated  that  five  meritorious  applications,  including  the  Data 
Coordinating  and  Analysis  Center,  will  be  funded. 

The  special  terms  of  Award  of  Cooperative  Agreement  are  in  addition  to,  and 
not  in  lieu  of,  otherwise  applicable  0MB  administrative  guidelines,  DHHS  grant 
administration  regulations  at  45  CFR  Part  74,  and  other  DHHS,  PHS,  and  NIH 
grant  administration  policies.  The  NICHD  review  procedure  in  no  way  affects 
the  right  of  a recipient  of  a cooperative  agreement  to  appeal  an  adverse 
determination  under  the  terms  of  PHS  regulations  at  42  CFR  Part  50,  Subpart  D, 
and  DHHS  regulations  at  45  CFR  Part  16.  Business  management  aspects  of  these 
awards  will  be  administered  by  the  NICHD  Grants  Management  Branch  in 
accordance  with  DHHS , PHS , and  NIH  grant  administ rat  ion  requirements . 

ADDITIONAL  INFORMATION 

Potential  applicants  should  obtain  a detailed  RFA  from: 

Marian  Willinger,  Ph.D. 

Health  Scientist  Administrator 

Pregnancy  and  Perinatology  Branch 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  643 

Bethesda,  MD  20892 

Telephone:  (301)  496-5575 

Inquiries  regarding  grants  management  and  administ rat ive  pol icy  may  directed 
to : 

Douglas  Shawver 

Supervisory  Grants  Management  Specialist 
Grants  Management  Branch 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  505 
Bethesda , MD  20892 
Telephone:  (301)  496-1303 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 

93 . 865 , Research  for  Mothers  and  Children . Awards  will  be  made  under  the 
authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC241),  and 

administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52 
and  45  CFR  Part  74 . This  program  is  not  subject  to  review  under  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review . 


SHORT-TERM  CLINICAL  TRAINING  GRANTS  IN  DIAGNOSIS  AND  TREATMENT  OF  DEPRESSIVE 

DISORDERS 

RFA  AVAILABLE:  MH-91-04 

P.T.  34;  K.W.  0720005,  0715072,  0745020,  0745060,  0745070 
National  Institute  of  Mental  Health 
Application  Receipt  Date;  May  22,  1991 

The  National  Institute  of  Mental  Health  seeks  applications  for  programs  of 
short-term  (not  to  exceed  5 days’  duration)  continuing  education.  Each 
program  will  be  carried  out  at  multiple  locations  and  will  provide  continuing 
education  for  primary  care  providers  and  mental  health  professionals.  This 
initiative  is  intended  to  provide  for  the  development  of  effective  training 
that  will  give  primary  care  providers  and  mental  health  professionals  a 
didactic  and  experiential  program  to  increase  their  capacity  to  recognize , 
diagnose,  and  treat  clinical  depression  effectively,  in  a manner  appropriate 
to  their  discipline . 

Applications  may  be  submitted  by  a department  of  psychiatry  in  or  associated 
with  a school  of  medicine  or  a free-standing  mental  health  institution  with  an 
approved  psychiatry  residency  program,  a un iversity-based  department  of 
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psychology  or  a school  of  professional  psychology,  a college  or  university 
school  of  nursing  which  offers  a graduate  program  in  psychiatric  nursing,  or  a 
school  of  social  work  with  a graduate  program. 

The  mechanism  of  support  for  these  awards  will  be  the  Continuing  Education 
Grants  (T15).  The  period  of  support  is  up  to  3 years,  although  no  firm 
commitment  can  be  made  beyond  the  first  year.  Therefore,  activities  in  the 
first  year  must  be  significant  with  a minimum  of  six  programs  provided  at  six 
different  sites  in  each  grant  year.  It  is  expected  that  up  to  four  awards  may 
be  made  in  fiscal  year  1991,  each  award  not  to  exceed  $125,000  total  costs  per 
award  in  fiscal  year  1991. 

The  receipt  date  for  applications  is  May  22,  1991.  It  is  suggested  that 
potential  applicants  send  a brief  letter  of  their  intention  to  Harold 
Goldstein  (see  below).  Dr.  Goldstein  is  also  available  for  consultations  on 
program  development,  eligibility,  and  fiscal  and  administrative  matters, 
contact : 

Harold  Goldstein,  Ph . D . 

Director  of  Training,  D/ART  Program 
Prevention  Research  Branch 
Division  of  Clinical  Research 
National  Institute  of  Mental  Health 
Parklawn  Building,  Room  14C-02 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-4140 


SHORT-TERM  GRANTS  FOR  TRAINING  MEDICAL  STUDENTS  IN  THE  DIAGNOSIS  AND  TREATMENT 

OF  DEPRESSIVE  DISORDERS 

RFA  AVAILABLE:  MH-91-05 

P.T.  34;  K.W.  0720005,  0715072,  0745020,  0745060,  0745070 

National  Institute  of  Mental  Health 

Letter  of  Intent  Receipt  Date:  May  1,  1991 
Application  Receipt  Date:  May  22,  1991 

The  National  Institute  of  Mental  Health  requests  applications  from  medical 
schools  to  develop  and  implement  training  of  predoctoral  medical  students  in 
the  diagnosis  and  treatment  of  clinical  depression  according  to  a basic 
curriculum  presented  in  this  request  for  applications.  Support  is  available 
for  the  detailed  development  of  this  curriculum,  its  implementation,  and 
evaluation  of  its  educational  effectiveness.  The  goal  of  the  training  is  to 
prepare  medical  students  to  deal  with  depressive  disorders  as  these  disorders 
appear  in  medical  settings. 

Applications  may  be  submitted  by  accredited  schools  of  medicine  and 
osteopathy,  with  a special  interest  in  applications  from  departments  of  family 
medicine,  internal  medicine,  obstetrics  and  gynecology,  and  other 
nonpsychiatric  specialties. 

The  mechanism  of  support  for  these  awards  will  be  the  Continuing  Education 
Grants  (T15).  The  period  of  support  is  1 year.  It  is  expected  that  up  to  10 
awards  will  be  made,  each  award  not  to  exceed  $15,000  total  costs  per  award. 

To  qualify  for  fiscal  year  1991  funding,  applications  must  be  submitted  for 
the  receipt  date  of  May  22,  1991. 

It  is  suggested  that  a letter  of  intention  be  sent  to  Harold  Goldstein,  Ph . D . , 
Director  for  Training,  D/ART,  to  be  received  by  May  1,  1991,  at  the  address 
below.  For  questions  of  eligibility,  fiscal  and  administrative  matters  and 
for  assistance  in  developing  applications,  prospective  applicants  should 
consult  Dr.  Goldstein.  His  mailing  address  is; 

Prevention  Research  Branch 
Division  of  Clinical  Research 
National  Institute  of  Mental  Health 
Parklawn  Building,  Room  14C-02 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-4140 
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COOPERATIVE  CLINICAL  STUDIES  FOR  THE  TREATMENT  OF  COGNITIVE  IMPAIRMENT  AND 

BEHAVIORAL  DISORDERS  ASSOCIATED  WITH  ALZHEIMER’ S DISEASE 


RFA  AVAILABLE:  AG-91 -10 

P.T.  34;  K.W.  0715180,  0414005,  0715020,  0795005,  0740020 
National  Institute  on  Aging 

Letter  of  Intent  Receipt  Date:  April  1,  1991 
Application  Receipt  Date:  May  21,  1991 

BACKGROUND 

The  National  Institute  on  Aging  (NIA)  is  inviting  cooperative  agreement  (U01) 
applications  from  established  clinical  investigators  to  organize  and  conduct 
multi-site  clinical  studies  on  the  efficacy  of  a number  of  compounds  in 
ameliorating  cognitive  impairment  and  non-cognit ive  behavioral  disorders  of 
Alzheimer's  disease.  Each  applicant  should  organize  a group  of  investigators 
and  institutions  that  is  capable  of  screening  and  clinically  evaluating 
compounds  to  determine  those  that  should  be  studied  in  more  formal  and 
extensive  double-blind  clinical  trials.  The  U.S.  Congress,  as  part  of  the 
Fiscal  Year  1991  appropriation  for  NIA,  mandated  that  NIA  "explore  new 
treatment  and  management  methods,  including  testing  promising  drugs  such  as 
nerve  growth  factor  and  acetylcarnit ine,  that  could  safely  and  effectively 
slow  or  reverse  the  symptoms  of  Alzheimer's  disease." 

RESEARCH  OBJECTIVES  AND  SCOPE 

The  objective  of  this  Request  for  Applications  (RFA)  is  to  support  cooperative 
clinical  studies  to  evaluate  a number  of  compounds  for  efficacy  in  treating 
the  symptoms  of  Alzheimer’s  disease  and  select  the  compounds  that  should  go  on 
to  full-scale  clinical  trials.  Because  of  the  need  for  a large  and  diverse 
base  for  patient  recruitment  and  study,  it  is  expected  that  there  will  be  one 
applicant  site  with  a number  of  cooperating  sites  to  be  supported  by 
subcontract  or  consortium  agreements.  Applications  must  contain  a Clinical 
Data  Coordinating  Center  to  provide  data  management,  reporting  services,  data 
analysis,  and  overall  study  coordination  and  management. 

MECHANISM  OF  SUPPORT 

The  award  will  be  made  as  a COOPERATIVE  AGREEMENT  (U01).  NIA,  in  awarding  the 
Cooperative  Agreement,  anticipates  substantial  involvement  of  a designated 
Program  Administrator  during  performance  of  the  award.  It  is  anticipated  that 
one  award  will  be  made  for  up  to  $3,250,000  total  cost  per  year  for  up  to  5 
years.  The  start  date  will  be  on  or  before  September  30,  1991. 

APPLICATION  AND  REVIEW  PROCEDURES 

In  preparing  applications,  instructions  for  form  PHS  398  (10/88  revision, 
reprinted  9/89),  supplemental  information  available  from  NIA  program  staff, 
and  additional  instructions  included  in  the  full  RFA  must  be  used. 

Applications  judged  by  staff  to  be  nonresponsive  to  the  RFA  will  be  returned 
to  the  applicant  without  review.  Responsive  applications  may  then  receive  a 
preliminary  review  by  a subcommittee  of  the  review  panel  to  establish  those 
applications  deemed  to  be  competitive.  Those  judged  noncompetitive  for  award 
will  be  withdrawn  from  further  competition.  Applications  judged  to  be 
competitive  will  be  given  full  review  by  a special  review  group  convened  by 
NIA.  Following  review  by  the  initial  review  group,  the  applications  will  be 
considered  by  the  National  Advisory  Council  on  Aging. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 
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Applicants  should  obtain  the  full  RFA  and  supplemental  information  and  discuss 
their  plans  with  and  direct  any  other  inquiries  to: 

Neil  Buckholtz,  Ph.D. 

NNA , NIA,  NIH 
Building  31,  Room  5C35 
Bethesda,  MD  20892 
Telephone:  (301)  496-9350 

FAX:  (301  ) 496-1494 

Inquiries  regarding  fiscal  matters  may  be  addressed  to: 

Mr.  Joseph  Ellis 
Grants  Management  Officer 
National  Institute  on  Aging 
Building  31 , Room  5C07 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

Although  not  a prerequisite  for  applying,  potential  applicants  are  encouraged 
to  submit  a non-binding  letter  of  intent  by  April  1,  1991  to  Dr.  Buckholtz  at 
the  address  indicated  above.  Applications  must  be  complete  and  received  by 
May  21 , 1991 . 


COOPERATIVE  AGREEMENT  FOR  MULTI-SITE  TRIALS  OF  BEHAVIORAL  STRATEGIES  TO 

PREVENT  THE  FURTHER  SPREAD  OF  HIV  INFECTION 

RFA  AVAILABLE:  MH-91-06 

P.T.  34;  K.W.  0715008,  0755015,  0404000,  0745027 

National  Institute  of  Mental  Health 
National  Institute  on  Drug  Abuse 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
National  Institute  of  Child  Health  and  Human  Development 
Centers  for  Disease  Control 

Health  Resources  and  Services  Administration 
Application  Receipt  Date:  May  22,  1991 

The  National  Institute  of  Mental  Health  is  requesting  applications  for 
additional  Extramural  Research  Groups  (ERGs)  to  enter  into  an  existing 
multi-site,  multi-population  collaborative  study  to  test  behavioral 
interventions  to  prevent  the  further  spread  of  HIV  infection.  The  purpose  is 
to  support  a coordinated  prevention  trial  to  develop  effective  HIV-pr event  ion 
strategies.  The  goals  are  to  develop  behavioral  intervention  strategies  for 
groups  that  have  not  been  reached  effectively  by  existing  prevention  efforts, 
to  assess  existing  interventions  and  improve  the  existing  strategies  that  have 
shown  some  effectiveness,  to  develop  an  overall  effective  intervention  program 
to  promote  behavioral  change  that  will  prevent  the  further  spread  of  the  HIV 
epidemic , and  to  establish  causal  links  between  behavioral  interventions  and 
behavioral  change  across  populations . 

Applications  may  be  submitted  by  any  public  or  private  nonprofit  or  for-profit 
organizations  such  as  universit ies , colleges , hospitals , laboratories,  units 
of  State  or  local  governments,  and  eligible  agencies  of  the  Federal 
Government . Applicat ions  from  foreign  institutions  are  accepted  only  if  the 
data  or  other  unique  opportunities  are  not  available  in  the  United  States. 
Women  and  minority  invest igators  are  encouraged  to  apply . For  projects 
involving  clinical  research,  NIH/ADAMHA  requires  applicants  to  give  special 
attention  to  the  inclusion  of  women  and  minorities  in  study  populations.  If 
women  or  minorities  are  not  included  in  the  study  populations  for  clinical 
studies , a specific  just  if icat ion  for  this  exclusion  must  be  provided . 
Applications  without  such  documentation  will  not  be  accepted  for  review. 

In  fiscal  year  1991,  a minimum  of  $1.5  million  will  be  available  for  this 
ent ire  Cooperative  Agreement . It  is  expected  that  a minimum  of  three  to  five 
awards  will  be  made  to  new  ERGs  in  fiscal  year  1991. 

Applications  must  be  received  by  May  22,  1991.  The  earliest  possible  start 
date  will  be  September  1991. 

Potential  applicants  should  contact  Dr.  Isa  Fernandez  for  consultation 
concerning  submission  of  proposed  projects  in  response  to  this  request,  at  the 
address  listed  below : 
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Isa  Fernandez,  Ph  . D . 

Staff  Collaborator,  Office  of  AIDS  Programs 

National  Institute  of  Mental  Health 

5600  Fishers  Lane 

Room  11C-18,  Parklawn  Building 

Rockville,  MD  20857 

Telephone:  (301)  443-7281 

For  fiscal  and  administrative  matters,  contact; 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane 

Parklawn  Building,  Room  7C-15 

Rockville,  MD  20857 

Telephone:  (301)  443-4414 


STUDIES  ON  THE  ETIOLOGY  AND  PATHOGENESIS  OF  POLYCYSTIC  KIDNEY  DISEASE 

RFA  AVAILABLE:  DK-91-08 

P.T.  34;  K.W.  0785095,  0755030,  0765033 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  April  17,  1991 
Application  Receipt  Date;  May  15,  1991 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
through  the  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD), 
invites  research  grant  applications  directed  at  defining  and  further 
characterizing  the  etiology  and  pathogenesis  of  Polycystic  Kidney  Disease 
( PKD ) . 

BACKGROUND 

Polycystic  Kidney  Disease  is  the  most  common  genetic  disease,  affecting 
500,000  Americans,  and  7,000  new  patients  are  recognized  each  year.  Since 
1982,  the  number  of  newly  diagnosed  patients  has  risen  steadily,  with  a 
compound  annual  rate  of  5.7  percent.  Each  child  of  an  affected  parent  has  a 
fifty  percent  chance  of  inheriting  the  gene.  Two  major  types  of  PKD  are 
recognized,  autosomal  dominant  PKD  and  autosomal  recessive  PKD. 

Polycystic  Kidney  Disease  ranks  first  among  the  inherited  and  congenital 
conditions  leading  to  end-stage  renal  disease  (ESRD ) ; it  ranks  fourth  as  a 
primary  cause  of  ESRD  and  as  a basic  diagnosis  among  newly  identified  ESRD 
patients.  Males  and  females  are  affected  equally,  and  its  worldwide 
distribution  appears  to  demonstrate  that  it  affects  all  races. 

OBJECTIVES  AND  SCOPE 

The  purpose  of  this  Request  for  Applications  (RFA)  is  to  stimulate  high 
quality  research  studies  to  further  the  understanding  of  the  etiology  and 
pathogenesis  of  PKD.  Applications  proposing  clinical  trials  are  not  requested 
at  this  time. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  traditional,  individual, 
investigator-initiated  Research  Grant  (R01 ) Application. 

Approximately  $1.2  million  in  total  direct  and  indirect  costs  are  anticipated 
to  be  available  to  fund  applications  submitted  in  response  to  this  RFA. 
However,  the  funding  of  such  applications  is  contingent  on  the  actual 
availability  of  funds,  and  the  receipt  of  applications  of  sufficient 
scientific  merit.  It  is  anticipated  that  five  to  seven  awards  will  be  made, 
for  up  to  an  average  of  4 years  per  award.  Support  for  successful 
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applications  will  begin  on  September  30,  1991.  The  current  policies  and 
requirements  that  govern  the  review,  funding,  and  performance  of  research 
grant  programs  of  the  NIH  will  prevail. 

APPLICATIONS  AND  REVIEW  PROCEDURES 

Applications  will  be  reviewed  initially  by  the  Division  of  Research  Grants 
(DRG)  for  completeness  and  will  be  assigned  to  a special  NIDDK  review  group. 
Evaluation  for  responsiveness  to  the  RFA  is  an  NIDDK  program  staff 
responsibility.  Applications  that  are  judged  non-re sponsive  will  be  returned 
to  the  applicant  but  may  be  resubmitted  as  investigator-initiated  applications 
at  the  next  receipt  date.  Those  applications  judged  to  be  both  responsive  and 
competitive  will  be  evaluated  for  scientific/technical  merit  by  an  appropriate 
initial  review  group  convened  by  the  NIDDK  Review  Branch.  The  second  level  of 
review  by  the  National  Diabetes,  Digestive  and  Kidney  Advisory  Council  will 
make  recommendations  regarding  funding. 

METHOD  OF  APPLYING 

Applications  should  be  submitted  on  Form  PHS  398  (revised  10/88)  available  in 
the  Business  or  Research  Grants  Offices  of  most  academic  or  research 
institutions,  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  Room  449,  Westwood  Building,  5333  Westbard  Avenue,  National  Institutes 
of  Health,  Bethesda,  Maryland,  20892.  Applications  will  be  accepted  until 
close  of  business  on  May  15,  1991.  No  extensions  will  be  granted  on  the 
application  deadline. 

INQUIRIES 

Copies  of  the  full  RFA  may  be  obtained  from: 

Gladys  H.  Hirschman , M.D. 

Director,  Chronic  Renal  Diseases  Program 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Federal  Building,  Room  102 
Bethesda,  MD  20892 
Telephone:  (301)  496-8218 

For  fiscal  and  administrative  matters,  contact: 

Ms.  Donna  Huggins 

Grants  Management  Specialist 

Grants  Management  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  653 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 


COOPERATIVE  SPECIALIZED  INFERTILITY  RESEARCH  CENTER  PROGRAM 

RFA  AVAILABLE:  HD-91 -06 

P.T.  34;  K.W.  0413002,  0745020,  0745070 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  March  29,  1991 
Application  Receipt  Date:  June  17,  1991 

OVERVIEW 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  invites 
applications  from  investigators  willing  to  participate  with  the  NICHD  under  a 
cooperative  agreement  in  a multicenter  cooperative  research  program  aimed  at 
developing  new  approaches  for  the  diagnosis  and/or  treatment  of  infertility. 
Recognizing  that  the  complexity  of  infertility  research  severely  limits  the 
progress  that  can  be  achieved  by  individual  investigators  working  alone,  the 
NICHD  will  establish  at  least  two  (2)  Specialized  Infertility  Research  Centers 
to  conduct  accelerated  preclinical  and  clinical  research  and  development 
studies  on  promising  new  leads  in  infertility  research.  The  cooperating 
Specialized  Infertility  Research  Centers  will  also  serve  as  national  resources 
for  the  career  development  of  young  scientists  electing  to  pursue  research  in 
high  priority  areas  of  infertility  research.  Grantee  institutions  in  the 
continental  United  States  that  meet  the  requirements  stated  are  eligible  to 
participate . 
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The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA  for  a Cooperative  Specialized 
Infertility  Research  Centers  Program  is  related  to  the  priority  area  of  Family 
Planning.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 

Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238)  . 

RESEARCH  GOALS  AND  CENTER  REQUIREMENTS 

The  research  goals  pursued  by  these  Centers  will  focus  on  the  early  diagnosis 
and/or  therapy  of  infertility.  The  scope  of  this  RFA  includes  those  female 
factors  most  often  contributing  to  infertility  or  undesired  surgical  sterility 
(endometriosis,  chronic  ovulatory  dysfunction,  or  uterine  my omata-r elated 
dysfunctional  bleeding)  or  those  male  factors  associated  with  ineffective 
sperm  production  (quality  or  quantity). 

Center  requirements  include  an  experienced  Principal  Investigator  of 
recognized  ability  who  is  committed  to  and  involved  in  human  infertility 
research,  the  local  or  consortium  availability  of  competent  and  experienced 
scientific  experts  to  direct  the  Center’s  individual  research  projects  or 
cores,  access  to  the  technical  resources  and  facilities  necessary  for  the 
conduct  of  the  proposed  experimental  protocols,  a research  environment 
conducive  to  the  training  of  young  investigators  in  infertility  research,  a 
willingness  of  the  investigators  to  participate  in  a coordinated,  cooperative 
research  program  involving  two  or  more  Centers  with  multiple  interactive 
research  projects  and  substantive  evidence  of  departmental  and  institutional 
support  and  commitment  to  the  proposed  Center. 

MECHANISM  OF  SUPPORT 

The  funding  mechanism  to  be  used  to  assist  the  scientific  community  in 
undertaking  this  Program  of  basic  and  applied  research  will  be  the  U54 
cooperative  agreement  mechanism  between  participating  Centers  and  the  NICHD. 

It  is  expected  that  up  to  two  (2)  applications  will  be  funded  for  a five 
(5)-year  period,  contingent  upon  the  receipt  of  a sufficient  number  of 
meritorious  proposals,  within  the  total  cost  limit  of  $1,000,000  available  for 
the  first  year  of  this  Program.  The  major  difference  between  a cooperative 
agreement  and  a research  grant  is  that  there  will  be  substantial  programmatic 
involvement  of  an  NICHD  staff  Research  Coordinator  above  and  beyond  the  levels 
required  for  traditional  Program  management  of  grants. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  inadequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

REVIEW  PROCEDURES 

An  administrative  review  of  the  content  of  applications  meeting  the  above  NIH 
guideline  will  also  be  done  by  NICHD  staff  upon  receipt  of  the  application. 

Any  application  that  does  not  meet  the  minimal  requirements  for  a center 
project  as  specified  in  this  RFA  will  be  judged  to  be  unresponsive  to  this  RFA 
and  will  be  returned  to  the  applicant  without  technical  review. 

Applications  that  are  complete  and  responsive  may  be  subjected  to  a triage 
procedure  by  peer  review  to  determine  their  general  competitiveness.  In 
accord  with  NIH  policy,  brief  summary  statements  will  be  provided  to  the 
Principal  Investigator  of  applications  judged  to  be  noncompetitive  for  award. 
Applications  judged  to  be  competitive  for  awards  will  be  reviewed  in  detail  in 
accordance  with  established  NIH  peer  review  procedures  for  research  grants. 
Project  site  visits  are  neither  planned  nor  a prerequisite  of  the  scientific 
merit  review  procedure.  Peer  review  will  be  conducted  first  for  scientific 
and  technical  merit  by  a special  review  committee  convened  specifically  for 
this  purpose  by  the  Division  of  Scientific  Review,  NICHD.  This  will  be 
followed  by  a second-level  review  by  the  National  Advisory  Child  Health  and 
Human  Development  Council  in  September  1991. 
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APPLICATION  PROCEDURES 


Interested  applicants  should  contact  the  Chief,  Reproductive  Sciences  Branch 
(RSB)  for  an  advisory  consultation  regarding  Cooperative  Specialized 
Infertility  Research  Center  (U54)  grants.  If  an  applicant  intends  to  apply, 
it  is  strongly  recommended,  but  not  mandatory,  that  applicants  send  a letter 
of  intent  by  March  29,  1991  to  the  Chief,  RSB  at  the  address  listed  below. 

This  letter  should  indicate  the  title  of  the  proposed  center  and  the  names  of 
the  key  investigators  for  the  proposed  subprojects.  Applicants  are  encouraged 
to  send  it  as  soon  as  they  decide  to  apply  for  the  grant  so  that  the  RSB  staff 
can  be  of  maximum  assistance  in  the  application  process. 

Applications  must  be  submitted  on  form  PHS  398  (revised  10/88,  reprinted 
9/89),  which  is  available  in  most  institutional  business  offices  or  from  the 
Division  of  Research  Grants,  Office  of  Grant  Inquiries,  NIH,  Westwood 
Building,  Room  449,  Bethesda,  Maryland  20892  or  calling  NIH  (301/496-7441). 

ADDITIONAL  INFORMATION 

Potential  applicants  are  encouraged  to  request  a detailed  Request  for 
Applications  by  contacting: 

Michael  E.  McClure,  Ph.D. 

Chief,  Reproductive  Sciences  Branch 
Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 

National  Institutes  of  Health 

Executive  Plaza  North,  Room  603 

Bethesda,  MD  20892 

Telephone:  (301)  496-6515 

For  further  information  concerning  administrative  policy,  contact: 

Ms.  Melinda  Nelson 

Office  of  Grants  & Contracts 

National  Institute  of  Child  Health  and  Human  Development 

National  Institutes  of  Health 

Executive  Plaza  North,  Room  505 

Bethesda,  MD  20892 

Telephone:  (301)  496-5481 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.864,  Population  Research.  Awards  will  be  made  under  the  authority  of  the 
Public  Health  Service  Act  301  (42  USC  241)  and  441  (USC  289d)  and  administered 

under  PHS  Grant  Policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


COOPERATIVE  CONTRACEPTIVE  DEVELOPMENT  RESEARCH  CENTERS  PROGRAM 

RFA  AVAILABLE:  HD-91 -07 

P.T.  34;  K.W.  0413002,  0750020,  0710100 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  March  25,  1991 
Application  Receipt  Date:  June  17,  1991 

OVERVIEW 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  invites 
applications  from  investigators  willing  to  participate  with  the  NICHD  under  a 
Cooperative  Agreement  in  establishing  a Centers  program  designed  to  conduct 
comprehensive  research  to  develop  new  methods  to  regulate  fertility.  The  aim 
of  these  Centers  will  be  to  conduct  a wide  range  of  research  activities  that, 
with  time,  will  result  in  clinically  useful  products.  The  scope  of  the 
proposed  program  must  involve  the  concurrent  development  of  at  least  three 
projects.  Each  project  comprises  activities  related  to  the  development  of  a 
specific  method  for  fertility  regulation.  Thus,  research  dealing  with  the 
development  of  a compound  for  male  fertility  regulation  would  be  classified  as 
a single  project.  Investigators  are  invited  to  propose  development  of 
methods,  other  than  abortion  related,  that  can  serve  the  needs  of  the  American 
publ ic  . 
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It  is  the  intent  of  NICHD  to  establish  three  Contraceptive  Development 
Research  Centers.  Grantee  institutions  in  the  United  States  that  meet  the 
requirements  are  eligible  to  participate. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  Request  for  Applications  (RFA), 
Cooperative  Contraceptive  Development  Research  Centers  Program,  is  related  to 
the  priority  area  of  Family  Planning.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

MECHANISM  OF  SUPPORT 

The  funding  mechanism  to  be  used  to  assist  the  scientific  community  in 
establishing  these  Centers  will  be  the  U54  Cooperative  Agreement  between  the 
participating  Centers  and  NICHD.  The  major  difference  between  a Cooperative 
Agreement  and  a research  grant  is  that  there  will  be  substantial  programmatic 
involvement  of  NICHD  staff  above  and  beyond  the  levels  required  for 
traditional  program  management  of  grants.  It  is  expected  that  up  to  three  (3) 
applications  will  be  funded  for  a five  (5)  year  period,  contingent  upon  the 
receipt  of  a sufficient  number  of  meritorious  proposals,  within  the  total  cost 
limit  of  $2,000,000  available  for  the  first  year  of  this  program. 

REVIEW  PROCEDURES 

A preliminary  review  will  be  done  by  NICHD  staff  upon  receipt  of  the 
applications.  Any  application  that  does  not  meet  the  minimal  requirements  of 
this  RFA  will  be  judged  to  be  unresponsive  to  this  RFA  and  will  be  returned  to 
the  applicant  without  technical  review.  Applications  that  are  complete  and 
responsive  may  be  subjected  to  a triage  procedure  by  peer  review  to  determine 
their  general  competitiveness.  Applications  judged  to  be  competitive  for 
awards  will  be  reviewed  in  detail  in  accordance  with  established  NIH  peer 
review  procedures  for  research  grants.  Project  site  visits  are  neither 
planned  nor  a prerequisite  of  the  review  procedure.  The  review  will  be 
conducted  first  for  scientific  and  technical  merit  by  a special  review 
committee  convened  specifically  for  this  purpose  by  the  Division  of  Scientific 
Review,  NICHD.  This  will  be  followed  by  a second-level  review  by  the  National 
Advisory  Child  Health  and  Human  Development  Council  in  September  1991. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

Application  Procedures: 

Applications  must  be  submitted  on  form  PHS  398  (revised  10/88,  reprinted 
9/89),  which  is  available  in  most  institutional  business  offices  and  from  the 
Office  of  Administrative  Management,  Division  of  Research  Grants,  NIH,  Office 
of  Grants  Inquiries,  Westwood  Building,  Bethesda,  Maryland  20892,  (301) 
496-7441  . 

Additional  Information: 

Potential  applicants  are  encouraged  to  request  a detailed  RFA  by  telephoning: 

Gabriel  Bialy,  Ph.D. 

Contraceptive  Development  Branch 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  600 
Bethesda,  MD  20892 
Telephone:  (301)  496-1661 

After  receipt  of  the  RFA,  Principal  Investigators  who  plan  to  respond  to  this 
RFA  should  indicate  so  by  writing  to  the  above  address  as  soon  as  possible, 
but  not  later  than  March  25,  1991.  The  Intent  letter  should  provide  the  names 
of  the  Principal  Investigator,  other  key  investigators  and  organizations  that 
will  be  part  of  the  Center's  application. 
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This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.864,  Population  Research.  Awards  will  be  made  under  the  authority  of  the 
Public  Health  Service  Act  301  (42  USC-241)  and  441  (USC289d)  and  administered 
under  PHS  Grant  Policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR 
Part  74.  This  program  is  not  subject  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


EFFECT  OF  SPECIFIC  COMPONENTS  OF  HUMAN  MILK  ON  THE  NURSLING 

RFA  AVAILABLE:  HD-91 -10 

P.T.  34;  K.W.  0750015,  0775015,  1003008,  0760020,  0760025 
National  Institute  of  Child  Health  and  Human  Development 
Application  Receipt  Date:  July  24,  1991 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  Healthy  People  2000,  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  Effect  of  Specific  Components 
of  Human  Milk  on  the  Nursling,  is  related  to  the  priority  areas  of  Nutrition 
and  Maternal  and  Infant  Health.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

The  Endocrinology,  Nutrition,  and  Growth  Branch  of  the  Center  for  Research  for 
Mothers  and  Children  of  the  National  Institute  of  Child  Health  and  Human 
Development  (NICHD)  invites  research  grant  applications  on  the  effects  of 
specific  components  of  human  milk  on  the  nursing  infant  with  respect  to 
nutrition,  physiological  maturation  of  specific  tissues  or  organ  systems,  and 
susceptibility  to  infection  and  malignancies,  endocr inopathies , and 
degenerative  disorders.  Of  particular  interest  are  studies  designed  to 
determine  the  mechanisms  of  these  effects. 

BACKGROUND 

Over  the  last  twenty  years  we  have  become  aware  that  human  milk  is  a complex 
mixture  which  contains  many  substances  besides  those  which  meet  the  classical 
nutritional  requirements  of  newborn  infants.  Many  of  these  substances  are  not 
present  in  cow  milk  or  infant  formula  or  are  present  there  only  in  much  lower 
concentrations.  They  include  enzymes,  hormones,  growth  factors,  antibodies, 
specific  proteins  of  other  classes,  non-protein  nitrogenous  substances,  and 
oligosaccharides.  Some  of  these  substances  which  are  of  large  molecular  size 
can  nevertheless  be  absorbed  intact  from  the  immature  gastrointestinal  tract. 
Many  of  them  have  powerful  biological  actions  in  other  in  vivo  and  in  vitro 
contexts,  but  for  only  a few  have  we  learned  the  physiological  import  of  their 
presence  in  milk.  Whether  the  others  have  significant  developmental  effects 
on  the  nursing  infant  or  are  only  incidental  passengers  of  the  milk  secretion 
process  is  unknown. 

RESEARCH  GOALS 

Most  full-term  infants  thrive  on  artificial  formulas  which  lack  high 
concentrations  of  the  human  milk-specific  components.  Their  development 
apparently  proceeds  satisfactorily  without  any  specific  stimulation  these 
substances  may  provide.  On  the  other  hand,  the  maturation  of  low  birth  weight 
infants  proceeds  less  smoothly,  and  is  complicated  by  conditions  such  as  the 
respiratory  distress  syndrome,  bronchopulmonary  dysplasia,  and  necrotizing 
enterocolitis  which  seem  to  result  from  maturational  deficiencies.  An 
understanding  of  how  human  milk  components  influence  intestinal  maturation, 
lung  function,  intellectual  development,  specific  or  nonspecific  immunity,  and 
other  variables  in  the  neonatal  period  could  lead  to  specific  therapeutic  uses 
of  these  components  in  physiologic  or  pharmacologic  doses  in  undersized,  ill, 
or  development ally  delayed  infants.  Such  studies  could  also  provide 
important,  broadly  applicable  information  about  the  biological  functions  of 
these  components. 

This  RFA  is  issued  to  encourage  investigators  to  undertake  clinical  studies  of 
the  role  of  specific  components  of  human  milk  in  normal  development  and 
disease  resistance,  and  to  develop  animal  or  organ/tissue  models  when  studies 
in  humans  are  impractical  or  unethical . Nonclinical  model  studies  must  focus 
on  the  effects  of  components  of  human  milk.  Studies  of  these  topics  are 
expected  to  increase  our  understanding  of  the  physiologic  role  and 
pharmacologic  potential  of  human  milk  components,  and  lead  to  improved 
formulas  for  artificially  fed  infants . This  is  an  underinvest igated  area  of 
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research  on  maternal-infant  interactions,  with  potentially  important  clinical 
applications . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

Applications  in  response  to  this  RFA  will  be  funded  through  the  traditional 
individual  research  award  (R01 ) program  of  the  NIH.  This  announcement  is  for 
a single  competition  with  the  application  receipt  deadline  of  July  24,  1991. 
The  earliest  possible  start  date  for  these  grants  is  March  1,  1992.  It  is 
anticipated  that  four  (4)  grants  will  be  awarded  under  this  program, 
contingent  upon  receipt  of  a sufficient  number  of  meritorious  applications  and 
the  availability  of  funds.  $600,000  has  been  set  aside  to  fund  these  grants. 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  will  be  reviewed  by  NICHD  staff  for  responsiveness  to  the  RFA. 
Applications  judged  to  be  nonresponsive  will  be  returned.  The  applicant  may 
resubmit  the  application  and  have  it  assigned  for  review  in  the  same  manner  as 
unsolicited  grant  applications.  If  the  application  submitted  in  response  to 
this  RFA  is  substantially  similar  to  a research  grant  application  already 
submitted  to  the  NIH  for  review,  but  has  not  yet  been  reviewed,  the  applicant 
will  be  asked  to  withdraw  either  the  pending  application  or  the  new  one. 
Simultaneous  submission  of  identical  applications  will  not  be  allowed,  nor 
will  essentially  identical  applications  be  reviewed  by  different  review 
committees.  Therefore,  an  application  cannot  be  submitted  in  response  to  this 
RFA  that  is  essentially  identical  to  one  that  has  already  been  reviewed.  This 
does  not  preclude  the  submission  of  substantial  revisions  of  applications 
already  reviewed,  but  such  applications  must  include  an  introduction 
addressing  the  previous  critique. 

Criteria  for  the  initial  review  will  include  the  significance  and  originality 
of  research  goals  and  approaches;  the  feasibility  of  research  and  adequacy  of 
the  experimental  design;  the  research  experience  and  competence  of  the 
invest igat or ( s ) to  conduct  the  proposed  work;  the  adequacy  of  investigator 
effort  devoted  to  the  project;  and  the  appropriateness  of  the  project  duration 
and  cost  relative  to  the  work  proposed.  Following  review  by  the  Initial 
Review  Group,  applications  will  be  evaluated  by  the  Institute’s  Advisory 
Council  for  program  relevance  and  policy  issues  before  awards  for  meritorious 
proposals  are  made. 

INQUIRIES 

Requests  for  copies  of  the  complete  RFA  should  be  directed  to: 

Ephraim  Y.  Levin,  M.D. 

Medical  Officer,  Endocrinology,  Nutrition  and  Growth  Branch 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  637 

Rockville,  MD  20852 

Telephone:  (301)  496-5593 

For  fiscal  and  administrative  matters,  contact: 

Mr.  E.  Douglas  Shawver 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  501 
Rockville,  MD  20852 
Telephone:  (301)  496-1303 

This  program  is  described  in  the  catalog  of  Federal  Domestic  Assistance  No. 
93.865,  Research  for  Mothers  and  Children.  Awards  will  be  made  under  the 
authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC241),  and 
administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  review  by  a Health  Systems 
Agency . 
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MINORITY  ONCOLOGY  LEADERSHIP  ACADEMIC  AWARD 


RFA  AVAILABLE:  CA-91-11 

P.T.  34,  FF;  K.W.  0785140,  0745020,  0745027,  0745070,  0755030,  0795003 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  April  5,  1991 
Application  Receipt  Date:  May  17,  1991 

PURPOSE 

The  Comprehensive  Minority  Biomedical  Program,  Division  of  Extramural 
Activities,  National  Cancer  Institute  (NCI),  invites  academic  health  centers 
or  schools  and  other  health  professional  schools  that  employ,  educate  or  serve 
a preponderance  of  minority  faculty,  staff,  trainees  and  communities,  to 
submit  applications  for  the  support  of  an  individual  to  pursue  leadership 
activities  in  the  development  of  research  and  training  programs  in  clinically 
oriented  cancer  research  (defined  as  including  population  research;  surgical, 
medical  or  radiation  oncology;  cancer  prevention  and  control;  epidemiology  and 
biostatistics;  nutrition;  clinical  pharmacology  and  clinical  trials; 
behavioral  medicine  and  related  areas  of  cancer  research). 

GOALS  AND  SCOPE 

This  award  is  aimed  at  encouraging  and  assisting  a designated  leader  in  any  of 
the  minority  health  professional  schools  to  increase  his/her  institution's 
efforts  in  clinical  cancer  research  in  the  areas  such  as  medical  oncology, 
prevention,  etiology,  diagnosis,  treatment,  and  control;  and  to  aid  in 
establishing  a cadre  of  faculty  and  staff  capable  of  developing  new  research 
protocols  and  of  participate  in  intervention  studies  and  clinical  trials  in 
these  areas . 

These  awards  offer  opportunities  for  supporting  start-up  expansion  of  such 
activities,  and  are  intended  to  meet  needs  that  have  not  been  addressed  by 
other  types  of  awards  available  from  the  NCI  or  other  Federal  Agencies. 
Priority  is  given  to  those  minority  institutions  with  an  interest  in  and 
commitment  to  expansion  of  clinical  cancer  research-related  activities  in 
local  populations. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health 
grant-in-aid  (K07).  Applicants  will  be  responsible  for  the  planning, 
direction,  and  execution  of  the  proposed  project.  Up  to  $350,000  in  total 
costs  per  year  will  be  committed  specifically  to  fund  applications  submitted 
in  response  to  this  RFA . It  is  anticipated  that  between  2 and  4 awards  will 
be  made  from  the  competition  for  this  K07  solicitation.  This  funding  level  is 
dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit.  The  earliest  feasible  start  date  for  the  initial  award  is 
September  30,  1991.  Awards  may  be  requested  for  a period  of  3 to  5 years. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  April  5,  1991,  a letter  of 
intent  that  includes  a descriptive  title  of  the  proposed  research,  the  name 
and  address  of  the  Principal  Investigator,  the  names  of  other  key  personnel, 
the  participating  institutions,  and  the  number  and  title  of  the  RFA  in 
response  to  which  the  application  is  being  submitted.  The  letter  of  intent  is 
of  great  benefit  to  the  NCI  in  planning  for  and  implementing  the  review 
process  although  it  is  not  required,  is  not  binding,  and  does  not  enter  into 
the  review  of  subsequent  applications. 

The  letter  of  intent  should  be  sent  to  the  NCI  Program  Director: 

Dr.  Lemuel  Evans 

Comprehensive  Minority  Biomedical  Program 

Division  of  Extramural  Activities 

National  Cancer  Institute 

NIH  Building  31,  Room  10A04 

Bethesda,  MD  20892 

Telephone:  (301)  496-7344 

FAX:  (301)  402-0062 

For  information  regarding  budgetary/administrative  issues  related  to  this  RFA, 
please  contact : 
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Mr.  Leo  Buscher , Jr. 

Chief,  Grants  Administration  Branch 
National  Cancer  Institute 
National  Institutes  of  Health 
Executive  Plaza  South,  Room  216 
Bethesda,  MD  20892 
Telephone:  (301)  496-7753 

INQUIRIES 

Requests  for  a complete  copy  of  the  RFA,  written  or  telephone  inquiries 
concerning  the  objectives  and  scope  of  this  RFA,  or  inquiries  about  whether  or 
not  specific  proposed  research  would  be  responsive  should  be  directed  to  Dr. 
Lemuel  Evans  at  the  above  address.  The  Program  Director  welcomes  the 
opportunity  to  clarify  any  issues  or  questions  from  potential  applicants. 


CLINICAL  INVESTIGATOR  AWARD  FOR  RESEARCH  ON  SPECIAL  POPULATIONS 

RFA  AVAILABLE:  CA-91-12 

P.T.  34;  K.W.  0715035,  0411005,  0715020,  0785055,  0785140,  0785210,  0745062 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  April  5,  1991 
Application  Receipt  Date:  May  17,  1991 

PURPOSE  AND  BACKGROUND 

The  Comprehensive  Minority  Biomedical  Program,  Division  of  Extramural 
Activities,  National  Cancer  Institute  (NCI)  announces  the  availability  of 
Clinical  Investigator  Awards  for  Research  on  Special  Populations.  This 
program  is  intended  to: 

o Encourage  newly  trained  clinicians  to  develop  research  interests 
and  skills  in  the  basic  and  applied  sciences  relevant  to  cancers 
and  risks  for  cancers  that  have  a high  prevalence  or  incidence  in 
special  populations  that  may  be  underserved  by  limited  access  to 
current  knowledge  and  medical  care. 

o Increase  the  pool  of  cancer  physician-investigators,  particularly 
in  medical  oncology,  epidemiology,  nutrition,  behavioral  medicine, 
surgical  oncology,  preventive  oncology  and  diagnostic  and 
therapeutic  radiology,  who  are  committed  to  investigation  of  the 
unique  problems  facing  special  populations. 

o Provide  the  opportunity  for  clinically  trained  physicians  with  a 
commitment  to  research  to  develop  into  independent  biomedical 
research  investigators. 

The  term  "special  populations"  refers  to  those  population  segments  which  may 
experience  or  are  known  to  experience  high  cancer  rates  and  are  underserved  in 
terms  of:  cancer  prevention  and  control  programs  ( e . g . , smoking  or  health 
screening  programs);  diagnostic  and  treatment  modalities;  study  for  special 
risk  factors  or  underlying  biological  differences;  and  who  may  have  limited 
access  to  regular  medical  care.  This  definition  is  taken  to  include:  African 
Americans,  Alaskan  Natives,  American  Indians,  Asian  Americans,  Pacific 
Islanders,  the  elderly,  Hispanics,  and  low-income  groups. 

HEALTHY  PEOPLE  FOR  THE  YEAR  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  Healthy  People  2000,  a PHS-led  national 
activity  for  setting  priority  areas.  This  PA/RFA,  "Clinical  Investigator 
Award  for  Research  on  Special  Populations  (K08)",  is  related  to  the  priority 
area  of  cancer  research.  Potential  applicants  may  obtain  a copy  of  Healthy 
People  2000  (Full  Report:  Stock  No.  017-001-00474-0)  or  Healthy  People  2000 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (Telephone 
202-783-3238) . 

GOALS  AND  SCOPE 

The  award  will  enable  candidates  to  undertake  from  three  to  five  years  of 
specialized  study  and  supervised  research  experience  tailored  to  individual 
needs  with  a sponsor  (or  sponsors)  competent  to  provide  research  guidance. 

This  award  is  intended  to  cover  the  transition  between  postdoctoral  experience 
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and  a career  in  independent  investigation,  and  to  acquaint  the  candidate  with 
the  often  unique  challenges  and  circumstances  involved  in  designing  research 
protocols  directed  toward  improving  the  health  of  groups  comprising  a 
significant  and  often  disproport ional  percentage  of  individuals  at  risk  from 
high  cancer  morbidity  and  mortality  rates. 

This  award  differs  from  the  NIH  Research  Career  Development  Award  (RCDA)  in 
that  it  seeks  to  develop  research  ability  in  individuals  with  a clinical 
background  early  in  the  candidate’s  career  rather  than  to  promote  the  further 
development  of  research  skills  of  individuals  already  demonstrating 
significant  research  achievement.  A major  purpose  of  this  award  is  to 
increase  the  number  of  cancer-oriented  research  physicians  in  the  United 
States  with  research  interests  and  experience  focused  specifically  on  the 
unique  needs  of  special  populations  and  the  broad  array  of  issues  at  the 
biological,  behavioral,  social,  economic  and  medical  levels  that  render  such 
populations  at  increased  risk  for  cancer  and  for  mortality  from  cancer. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  and/or  minorities  are  not  included  or  adequately 
represented  in  study  populations  proposed  for  clinical  studies,  a specific 
justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health 
grant-in-aid  (K08).  Applicants  will  be  responsible  for  the  planning, 
direction,  and  execution  of  the  proposed  project.  Applicants  may  request 
three  to  five  years  of  support.  Awards  are  non-renewable  and  non-transfer able 
from  one  awardee  to  another.  Funding  beyond  the  first  year  of  the  grant  is 
contingent  on  satisfactory  progress  during  the  preceding  year.  Future  program 
interest  in  this  initiative  will  be  announced  through  the  NIH  program 
announcement  mechanism. 

It  is  anticipated  that  in  a majority  of  cases  the  experience  and  results 
achieved  by  awardees  as  a result  of  this  special  grant  program  will  provide 
the  basis  for  their  successful  competition  in  the  research  support  programs  of 
the  NCI. 

Up  to  $300,000  has  been  set-aside  in  FY  1991  to  fund  meritorious  applications 
received  in  response  to  this  competition.  Depending  on  the  merit  and 
distribution  of  applications  received,  approximately  1 to  3 Clinical 
Investigators  will  be  funded  with  a start  date  of  September  30,  1991. 
Meritorious  applications  received  for  this  competition  that  cannot  be  funded 
at  that  time  may  be  held  over  for  possible  funding  in  fiscal  year  1992. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  April  5,  1991,  a letter  of 
intent  that  includes  a descriptive  title  of  the  proposed  research,  the  name 
and  address  of  the  Principal  Investigator,  the  names  of  other  key  personnel, 
the  participating  institutions,  and  the  number  and  title  of  the  RFA  in 
response  to  which  the  application  is  being  submitted.  The  letter  of  intent  is 
of  great  benefit  to  the  NCI  in  planning  and  implementing  the  review  process 
although  the  letter  is  not  required,  is  not  binding,  and  does  not  enter  into 
the  review  of  subsequent  applications.  The  letter  of  intent  must  be  sent  to 
the  NCI  Program  Director: 

Dr.  Lemuel  Evans 

Division  of  Extramural  Activities 

Comprehensive  Minority  Biomedical  Program 

National  Cancer  Institute 

Building  31,  Room  1 0A04 

Bethesda,  MD  20892 

Telephone:  (301)  496-7344 

For  information  regarding  budgetary/administrative  issues  related  to  this  RFA, 
please  contact: 
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Mr.  Leo  Buscher , Jr. 

Chief,  Grants  Administration  Branch 
National  Cancer  Institute 
National  Institutes  of  Health 
Executive  Plaza  South,  Room  216 
Bethesda,  MD  20892 
Telephone:  (301)  496-7753 

INQUIRIES 

Requests  for  a copy  of  the  complete  RFA,  written  or  telephone  inquiries 
concerning  the  objectives  and  scope  of  this  RFA  or  inquiries  about  whether  or 
not  specific  proposed  research  would  be  responsive  should  be  directed  to  Dr. 
Lemuel  Evans  at  the  above  address.  The  program  director  welcomes  the 
opportunity  to  clarify  any  issues  or  questions  from  potential  applicants. 


MINORITY  SCHOOL  FACULTY  DEVELOPMENT  AWARD 

RFA  AVAILABLE:  CA-91-13 

P.T.  34,  FF;  K.W.  0715035,  0710030 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  April  5,  1991 
Application  Receipt  Date:  May  17,  1991 

PURPOSE 

The  Comprehensive  Minority  Biomedical  Program,  Division  of  Extramural 
Activities,  National  Cancer  Institute  (NCI),  invites  academic  health  centers 
or  schools  and  other  health  professional  schools  that  employ,  educate  or  serve 
a preponderance  of  minority  faculty,  staff,  trainees  and  communities  to  submit 
applications  for  support  of  activities  directed  at  the  development  of  faculty 
investigators  at  minority  schools  in  areas  relevant  to  cancer.  The  intent  of 
the  award  is  to  provide  the  awardee  with  increased  access  to  research 
opportunities  through  collaborative  arrangements  with  outstanding  cancer 
research  scientists,  usually  at  institutions  within  a 100  mile  radius  of  the 
applicant  organization. 

BACKGROUND 

Despite  a variety  of  efforts  to  increase  minority  faculty  representation,  the 
percentage  of  minority  faculty  in  U.S.  medical  and  other  health  professional 
schools  has  remained  at  consistently  low  levels.  The  continuation  of  this 
deficiency  is  projected  by  observing  the  discrepancies  between  the  proportion 
of  underrepresented  minorities  in  the  medical  school  population  and  the 
general  population . While  1 2 percent  of  the  U.S.  population  is  African 
American,  less  than  1 percent  of  persons  holding  a Ph.D.  in  science  are 
African  American  and  the  percentages  for  other  minority  groups  are 
correspondingly  small . 

The  proportion  of  minority  biomedical  investigators,  especially  those 
receiving  funding  support  from  agencies  of  the  Federal  government , is 
strikingly  low.  This  program  is  designed  to  offer  support  for  cancer  related 
research  to  minority  school  faculty  members  at  the  M.D.,  Ph.D.  or  equivalent 
level  who  have  the  interest  and  capabilities  of  doing  state-of-the-art 
research  in  this  area . 

GOALS  AND  SCOPE 

The  objective  of  this  Request  for  Applications  (RFA)  is  to  broaden  the 
experience  of  faculty  members  at  minority  schools , increase  the  pool  of 
biomedical  and  behavioral  investigators  in  cancer  research,  and  have  graduate 
and  undergraduate  students,  most  of  whom  will  be  minority  individuals,  become 
more  cognizant  of  research  opportunities  in  cancer  research. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health 
grant-in-aid  (K14).  Applicants  will  be  responsible  for  the  planning, 
direction,  and  execution  of  the  proposed  project.  Except  as  otherwise  stated 
in  this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in 
Public  Health  Service  Grants  Policy  Statement,  HHS  Publication  No.  (OASH) 
90-50,000,  revised  October  1,  1990.  Applicants  may  request  three  to  five 
years  of  support . Awards  are  non-renewable  and  nontransferable  from  one 
awardee  to  another.  Funding  beyond  the  first  year  of  the  grant  is  contingent 
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on  satisfactory  progress  during  the  preceding  year.  Future  program  interest 
in  this  initiative  will  be  announced  through  the  NIH  program  announcement 
mechanism . 

A set-aside  of  approximately  $300,000  in  total  costs  per  year  has  been 
designated  for  this  group  of  applications,  which  should  request  a starting 
date  of  September  30,  1991.  It  is  anticipated  that  three  to  four  awards  will 
be  made.  This  funding  level  is  dependent  upon  the  receipt  of  a sufficient 
number  of  applications  of  high  scientific  merit.  Although  this  program  is 
provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant 
to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this 
purpose . 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  by  April  5,  1991,  a letter  of 
intent  that  includes  descriptive  title  of  the  proposed  research,  the  name  and 
address  of  the  Principal  Investigator,  the  names  of  other  key  personnel,  the 
participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to 
which  the  application  is  being  submitted.  The  letter  of  intent  is  of  great 
benefit  to  the  NCI  in  planning  and  implementing  the  review  process. 

INQUIRIES 

Requests  for  a copy  of  the  complete  RFA,  written  or  telephone  inquiries 
concerning  the  objectives  and  scope  of  the  RFA  or  inquiries  about  whether  or 
not  specific  proposed  research  would  be  responsive  should  be  directed  to: 

Dr.  Lemuel  A.  Evans 
Director 

Comprehensive  Minority  Biomedical  Program 

National  Cancer  Institute 

Building  31,  Room  1 0A04 

9000  Rockville  Pike 

Bethesda,  MD  20892 

For  information  regarding  budgetary/administrative  issues  related  to  this  RFA, 
please  contact : 

Mr.  Leo  Buscher,  Jr. 

Chief,  Grants  Administration  Branch 
National  Cancer  Institute 
National  Institutes  of  Health 
Executive  Plaza  South,  Room  216 
Bethesda,  MD  20892 
Telephone:  (301)  496-7753 

The  Program  Director  welcomes  the  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants,  and  to  aid  in  identification  of 
institutions  and  potential  mentors  appropriate  top  the  interests  of  the 
applicant . 


RESEARCH  UNITS  ON  PELVIC  INFLAMMATORY  DISEASE  AND  ITS  SEQUELAE 

RFA  AVAILABLE:  AI-91-08 

P.T.  34;  K.W.  0715026,  1002004,  1002027,  0710070 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  April  15,  1991 
Application  Receipt  Date:  October  21,  1991 

The  Sexually  Transmitted  Disease  Branch  of  the  Division  of  Microbiology  and 
Infectious  Disease  of  the  National  Institute  of  Allergy  and  Infectious 
Diseases  (NIAID)  invites  grant  applications  for  program  project  grants  to  be 
initiated  in  FY  1992  that  focus  on  pelvic  inflammatory  disease  (PID)  and  its 
sequelae.  In  recognition  of  the  severe  impact  of  PID  on  the  health  of  women, 
the  NIAID  wishes  to  expand  research  in  this  area  and  to  place  greater  emphasis 
on  investigations  that  are  likely  to  lead  to  reduction  of  the  incidence  and 
severity  of  long-term  sequelae  such  as  infertility,  ectopic  pregnancy  and 
chronic  pelvic  pain  syndrome.  The  Research  Units  on  PID  and  its  Sequelae  will 
provide  a strong,  interdisciplinary  approach  to  PID  research  which  will  draw 
upon  expertise  in  clinical,  epidemiological,  behavioral,  and  basic  sciences. 
Although  a broad  range  of  PID  research  issues  will  be  addressed,  research  in 
the  following  three  areas  is  particularly  enthusiastically  encouraged: 
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1 ) Long-term  sequelae  - Characterization  of  the  immunopathological  and 
behavioral  determinants  of  the  development  of  long-term  sequelae  of 
PID  and  use  of  animal  models  to  evaluate  interventions  to  reduce 
these  sequelae; 

2)  Atypical  PID  - Development  of  methods  to  detect  atypical  infections 
and  definition  of  the  epidemiology  of  this  portion  of  the  PID 
spectrum ; 

3)  Diagnostic  Approaches  - Development  and  assessment  of  non-invasive 
methods  to  diagnose  PID. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  Healthy  People  2000,  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  Research  Units  on  Pelvic 
Inflammatory  Disease  and  its  Sequelae,  is  related  to  the  priority  area  of 
Sexually  Transmitted  Diseases.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

RESEARCH  OBJECTIVES  AND  SCOPE 

The  goal  of  this  program  is  to  encourage  investigators  to  undertake  research 
that  will  provide  the  microbiological,  immunological,  clinical, 
epidemiological  and  behavioral  information  needed  for  the  eventual  control  of 
PID  and  its  long-term  sequelae.  In  addition  to  other  important  research 
issues,  data  that  are  needed  to  design  and  conduct  intervention  trials  to 
reduce  the  incidence  and  severity  of  sequelae  of  PID  are  of  high  priority.  It 
should  be  understood  that  such  a trial  is  not  a component  of  this  solicitation 
nor  has  the  NIAID  developed  specific  plans  for  such  a trial  at  this  time. 
However,  one  of  the  major  purposes  of  this  RFA  is  to  stimulate  exceptionally 
high  quality,  multi-disciplinary  research  on  those  aspects  of  the 
epidemiology,  pathogenesis  and  detection  of  PID  that  are  likely  to  be  critical 
in  the  design  of  such  trials. 

In  addition  to  the  importance  of  utilizing  a multi-disciplinary  approach, 
specific  programmatic  requirements  and  constraints  are  as  follows: 

o Structure : Each  program  project  must  consist  of  at  least  three 
individual  subprojects  that  are  synergist ic ally  inter-related . 

Each  subproject  should  clearly  describe  research  objectives  and 
each  should  be  headed  by  a Principal  Invest igator , with  a research 
staff  and  a separately  identifiable  budget. 

o Clinical  Facility : In  order  to  bridge  the  basic  research  and 
clinical  arenas , the  PID  program  project  must  offer  a strong 
cl inical  f ac il ity  with  accessible  pat ient  populat ions  that  are 
appropriate  to  answering  PID  research  questions . Adolescents  and 
inner  city  minority  groups  should  be  considered  for  special 
attent ion  in  the  context  of  these  program  project  grants . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES  - For  projects  involving  clinical  research,  NIH  requires 
applicants  to  give  special  attention  to  the  inclusion  of  women  and  minorities 
in  study  populations . By  the  nature  of  this  program,  subjects  will  consist 
largely  of  women . Appl icants  are  urged  to  give  added  attent ion , where 
feasible  and  appropriate , to  the  inclusion  of  minorities  in  study  populat ion 
for  PID  program  project  grants . If  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies , a specific 
justification  for  this  exclusion  or  inadequate  represent at  ion  must  be 
provided . Applications  without  such  documentation  will  not  be  accepted  for 
review . 

A broad  range  of  research  quest  ions  is  potent ially  relevant  to  the  goal  of 
this  program . Specific  research  areas  of  high  priority  include  but  are  not 
limited  to  microbiology,  pathogenesis , epidemiology,  behavioral  determinants , 
and  diagnosis  of  PID  and  are  addressed  in  greater  detail  in  the  RFA . 

MECHANISM  OF  SUPPORT 

Successful  applicants  funded  under  this  RFA  will  be  supported  through  program 
project  ( P01 ) grants . This  type  of  funding  mechanism  is  utilized  when  it  is 
desired  to  encourage  multi-disciplinary  invest igator-init iated  research  on  a 
broad  range  of  problems  which  are  linked  by  a common  theme . NIAID  ant icipates 
making  three  program  project  grant  awards  as  a result  of  this  RFA . The  final 
number  of  awards  to  be  made  is  dependent  upon  the  availability  of  funds . 
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Requests  for  support  should  be  limited  to  no  more  than  $800,000  total  costs 
for  the  initial  year  of  funding.5  This  solicitation  represents  a single 
competition  with  a specified  deadline  for  receipt  of  applications.  Awards 
will  be  made  for  a project  period  of  up  to  four  years.  Although  there  are  no 
present  plans  to  reissue  this  RFA  at  any  future  time,  NIAID  may  invite 
competitive  renewal  applications  upon  expiration  of  the  initial  funding 
period,  contingent  on  the  availability  of  funds  for  this  purpose. 

ELIGIBILITY  - ONLY  DOMESTIC  INSTITUTIONS  ARE  ELIGIBLE  TO  APPLY. 

APPLICATION  PROCEDURE 

Before  preparing  an  application,  the  prospective  applicant  must  request  a copy 
of  the  RFA  and  the  NIAID  Information  Brochure  on  Program  Project  Center  Grants 

from : 

Dr.  Judith  Wasserheit 

Chief,  Sexually  Transmitted  Diseases  Branch 
Westwood  Building,  Room  749 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institutes  of  Health 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  402-0443 

Letter  Of  Intent 

Prospective  applicants  are  asked  to  submit,  by  April  15,  1991,  a letter  of 
intent  that  includes  a descriptive  title  and  the  names  and  affiliations  of  the 
proposed  key  investigators  for  each  of  the  proposed  research  projects. 

This  letter  must  be  sent  to: 

Dr.  Olivia  Preble 

Chief,  Microbiology  and  Immunology  Review  Section 
Program  and  Project  Review  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institutes  of  Health 

Westwood  Building,  Room  3A10 

Bethesda,  MD  20892 

Telephone:  (301)  496-8208 

Questions  regarding  fiscal  matters  should  be  addressed  to: 

Mr.  Todd  Ball 
Grants  Management  Branch 
Division  of  Extramural  Activities 
NIAID,  NIH 

Westwood  Building,  Room  726 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 
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NOTICES 


INCREASE  IN  TRAINING  FUNDS  FOR  FY  1991 

P.T.  22,  44;  K.W.  0720005,  0404009,  0785055,  0785035,  0715008 
National  Institute  on  Drug  Abuse 

In  order  to  address  the  shortage  of  basic , epidemiologic , and  cl inical 
research  scient ist s in  the  area  of  substance  abuse  and  addiction,  the  research 
training  budget  for  FY  1991  has  been  significantly  increased  for  the  National 
Inst itute  on  Drug  Abuse  (NIDA) . As  a result , NIDA  is  seeking  addit ional 
applications  for  all  of  its  basic , epidemiologic , and  clinical  research 
training  programs . These  programs  include  the  following  predoctoral  and 
postdoctoral  support  mechanisms : National  Research  Service  Awards  for 
Institutional  Grants , National  Research  Service  Awards  for  Individual  Fellows , 
National  Research  Service  Awards  for  Research  Training  for  Individual  Fellows 
in  Human  Immunodeficiency  Virus  (HIV)  Infection  and  Acquired  Immunodeficiency 
Syndrome  (AIDS),  and  National  Research  Service  Awards  for  Institutional 
Research  Training  Grants  in  Human  Immunodeficiency  Virus  (HIV)  Infection  and 
Acquired  Immunodeficiency  Syndrome  (AIDS ) . Applications  for  these  awards 
received  on  or  prior  to  May  10,  1991,  will  receive  an  expedited  review  to 
allow  their  consider at  ion  for  funding  prior  to  October  1,  1991.  The  specific 
program  announcements  can  be  obtained  from  the  Grants  Management  Branch,  OPRM, 
NIDA,  Room  8A-54,  5600  Fishers  Lane,  Rockville,  Maryland  20857  (301)  443-6710. 
The  appl icat ion  kits  may  be  obtained  from  the  Division  of  Research  Grants , 

NIH,  Westwood  Building,  Room  449,  5333  Westbard  Avenue,  Bethesda,  MD  20892, 
(301  ) 496-7441 . The  original  and  five  copies  of  the  application  must  be  sent 
to : 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

In  order  to  assist  us  with  the  expedited  review  process,  please  send  an 
additional  courtesy  copy  of  your  application  under  separate  cover  to: 
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Director,  Office  of  Extramural  Program  Review 

National  Institute  on  Drug  Abuse 

Parklawn  Building,  Room  10-42 

5600  Fisher’s  Lane 

Rockville,  MD  20857 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


DETERMINANTS  OF  PERMANENT  TOOTH  LOSS  IN  THE  U.S.A. 

RFP  AVAILABLE:  NIH-NIDR-2-91 -6R 

P.T.  34;  K.W.  0715148,  0715020,  0785040,  0411005 

National  Institute  of  Dental  Research 

The  National  Institute  of  Dental  Research  has  a requirement  for  a three-year 
study,  conducted  in  two  phases,  to  measure  permanent  tooth  loss  and  the 
factors  that  influence  it.  The  first  phase  shall  collect  data  that  describe 
the  biological  condition  of  extracted  teeth;  socioeconomic,  attitudinal, 
economic,  and  dental  care-seeking  characteristics  of  persons  having 
extractions;  and  selected  characteristics  of  the  dental  providers  who  perform 
extractions.  Results  from  phase  1 shall  be  representative  of  tooth  loss 
occurring  at  dental  settings  among  the  civilian  non-inst itutionalized 
populations  in  at  least  two,  but  not  more  than  four,  states  from  different 
regions  in  the  U.S.A.  The  second  phase  shall  analyze  the  personal,  social, 
cultural,  economic,  and  provider  factors  that  influence  the  choice  between 
extraction  and  alternative  treatments,  controlling  for  the  biological 
condition  of  the  teeth.  In  this  phase,  data  shall  be  collected  from  patients 
whose  teeth  were  treated  with  dental  services  that  are  alternatives  to 
extraction  for  given  biological  conditions.  The  data  from  both  phase  1 and 
phase  2 shall  be  used  to  analyze  the  relative  importance  of  factors  that 
influence  the  choice  between  extraction  and  alternatives. 

This  is  an  announcement  for  an  anticipated  Request  for  Proposals  (RFP) . It  is 
expected  that  one  award  will  be  made.  RFP  No.  NIH-NIDR-2-9 1 -6R  will  be 
available  approximately  April  1,  1991,  with  a closing  date  tentatively  set  for 
May  17,  1991.  Requests  for  the  RFP  must  be  submitted  in  writing,  addressed 
to : 

Marion  L.  Blevins 
Contract  Management  Section 
National  Institute  of  Dental  Research 
National  Institutes  of  Health 
Westwood  Building,  Room  521 
Bethesda,  MD  20892 


DEVELOPMENTAL  STUDIES  HYBRIDOMA  BANK 

RFP  AVAILABLE:  NICHD-CRMC-9 1 -04 

P.T.  34;  K.W.  0760030,  0775000,  0760020,  0760045,  0710070,  0780000 

National  Institute  of  Child  Health  and  Human  Development 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  is 
planning  to  continue  and  expand  a Developmental  Studies  Hybridoma  Bank  (DSHB). 
The  DSHB  shall  maintain  a reserve  of  monoclonal  antibodies  that  are  used  for 
research  in  developmental  biology.  The  monoclonal  antibodies  included  in  the 
DSHB  shall  be  directed  towards  molecules  that  are  important  in  developmental 
processes.  Expansion  is  desired  in  the  banking  of  hybridomas  that  produce 
antibodies  to  molecules  that  have  significance  in  the  development  of  the  human 
immune  system,  that  are  important  oncogenic  proteins,  and  that  function  as 
growth  factors.  The  successful  contractor  shall  maintain  the  current  stock, 
acquire  and  develop  new  products,  and  sell  and  distribute  the  antibody 
products . The  successful  contractor  will  also  indicate  a capabil ity  in  sales 
management  in  order  to  increase  the  revenues  of  the  DSHB , which  is  partially 
self-supporting.  The  antibodies  will  be  made  available  to  qualified 
investigators  to  support  and  facilitate  research  that  will  lead  to  an  improved 
understanding  of  the  mechanisms  of  development . 

This  solicitation  is  a competitive  renewal.  The  issuance  of  the  Request  for 
Proposals  (RFP)  will  be  on  or  about  March  4 , 1991,  and  proposals  are  due  by 
4:00  pm  (Local  Time),  May  6,  1991.  The  Institute  plans  to  make  one  award  from 
this  solicitation.  Those  organizations  desiring  a copy  of  the  RFP  must  send  a 
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written  request  to  Miss  Virginia  A.  DeSeau  at  the  address  listed  below.  All 
requests  must  cite  the  RFP  number  above  and  include  two  self-addressed  mailing 
labels.  All  sources  who  consider  themselves  qualified  are  encouraged  to 
submit  proposals. 

Staff  Contact: 

Virginia  A.  DeSeau 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  515 

6130  Executive  Boulevard 

Rockville,  MD  20852 

Telephone:  (301)  496-4611 


CONSTRUCTION  OF  MOUSE  PRODUCTION  FACILITIES 

RFA  AVAILABLE:  OD-91-02 

P.T.  34;  K.W.  1002002,  1014002,  1014006 

National  Institutes  of  Health 

Letter  of  Intent  Receipt  Date:  April  15,  1991 
Application  Receipt  Date:  May  24,  1991 

BACKGROUND  INFORMATION 

The  Department  of  Labor,  Health  and  Human  Services,  and  Education,  and  Related 
Agencies  Appropriations  for  1991,  provided  $14,800,000  to  the  Office  of  the 
Director,  NIH,  for  "extramural  facilities  construction  grants  if  awarded 
competitively...";  the  report  language  cited  mouse  production  facilities  in 
particular.  Of  this  amount,  $4,800,000  has  been  identified  for  funding  two 
applications  that  were  submitted  in  response  to  a previous  solicitation  and 
received  high  priority  scores,  but  were  not  funded  in  Fiscal  Year  1990. 

Thus,  in  response  to  this  latest  Congressional  action,  the  NIH  is  issuing  RFA 
OD-91-02  to  solicit  construction  grant  applications  for  the  construction  of 
large-scale  mouse  production  and  mutant  characterization  facilities. 

OBJECTIVES  AND  SCOPE 

Support  may  be  requested  for  the  construction  of  new  facilities  and  additions 
or  renovations  to  existing  facilities  that  will  be  dedicated  to  the  breeding 
and  production  of  specialized  strains  of  mice,  including  inbred  and  mutant 
mice,  necessary  to  meet  the  Nation1 s needs  in  conducting  biomedical  research 
on  a broad  range  of  topics.  Associated  fixed  equipment  necessary  for 
operation  of  these  facilities  may  also  be  requested  as  part  of  the 
appl icat ion . 

MECHANISM  OF  SUPPORT 

Any  domestic,  non-Federal  public  or  non-profit  private  institution, 
organization,  or  association  that  conducts  or  supports  biomedical  research  is 
eligible  to  apply. 

NIH  staff  will  verify  application  and  award  eligibility.  Those  judged  to  be 
unresponsive  or  ineligible  will  be  returned  to  the  investigator. 

The  award  mechanism  will  be  the  construction  grant  award.  Awards  will  be 
administered  under  Federal  Regulation  45  CFR  Part  74  - Administration  of 
Grants,  and  42  CFR  Part  52  for  cancer  construction  projects,  and  PL  101-190. 

This  one-time  solicitation  based  on  the  Fiscal  Year  1991  appropriation  will 
make  available  up  to  $10,000,000  for  this  initiative.  Final  amount  to  be 
determined  will  be  based  on  the  peer-review  evaluation  and  the  judgment  of  the 
Director,  NIH.  Up  to  75  percent  of  the  allowable  costs  of  a project  may  be 
provided,  not  to  exceed  $10,000,000.  The  matching  contributions  by  the 
institution  may  be  in  cash  and  in  kind,  fairly  evaluated,  including  plant  and 
equipment  or  services  throughout  the  required  20-year  period  of  usage  of  the 
facility  (and  including  such  specialized  strains  of  mice  as  the  Secretary, 

HHS,  may  request  for  purposes  of  biomedical  research).  Amounts  provided  by 
any  agency  of  the  Federal  government,  other  than  the  Department  of  Health  and 
Human  Services,  and  services  assisted  or  subsidized  by  any  such  agency,  may  be 
included  in  the  amount  of  such  matching  funds.  Prior  to  a grant  award,  the 
applicant  must  provide  an  assurance  of  required  matching  funds  and  that  other 
funds  have  been  secured  to  meet  any  projected  costs  in  excess  of  the  award 
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amount.  Requests  of  less  than  $500,000  will  not  be  accepted.  No  indirect 
costs  or  continuation  costs  will  be  awarded. 

For  additional  information,  a copy  of  the  complete  RFA  and  application 
materials  (Standard  Form  424),  please  contact: 

Mr.  Kenneth  Brow 

Chief,  Research  Facilities  Branch 

Division  of  Cancer  Biology,  Diagnosis,  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North,  Room  300 

Bethesda,  MD  20892 

Telephone:  (301)  496-8534 

Grants  for  research  facilities  construction  programs  of  the  National 
Institutes  of  Health  are  subject  to  Executive  Order  12372.  All  awards  will  be 
made  either  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV, 
Section  413(b)6(A)  as  amended  by  Public  Law  99-158  (42  USC  285a-2)  and 
administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52b 
and  45  CFR  Part  74  and  Public  Law  101-190.  This  program  is  described  in  the 
Catalog  of  Federal  Domestic  Assistance,  Number  93.392,  Cancer-Construction. 


SUPERFUND  HAZARDOUS  SUBSTANCES  BASIC  RESEARCH  PROGRAM 

RFA  AVAILABLE:  ES-91-02 

P.T.  34;  K.W.  1007003,  1007009,  1002016,  0760003,  0755020,  0710030 

National  Institute  of  Environmental  Health  Sciences 

Letter  of  Intent  Receipt  Date:  May  1,  1991 
Application  Receipt  Date:  June  13,  1991 

PURPOSE 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  announces  the 
availablity  of  funds  for  the  continuation  of  a special  Program  of  basic 
research  and  training  grants  directed  towards  understanding,  assessing,  and 
attenuating  the  adverse  effects  on  human  health  resulting  from  exposure  to 
hazardous  substances.  Grants  made  under  this  Program  will  be  for  coordinated, 
multicomponent,  interdisciplinary  programs.  The  objective  is  to  establish  and 
maintain  a unique  program  linking  biomedical  research  with  related 
engineering,  hydrogeologic,  and  ecologic  components. 

The  Superfund  Amendments  and  Reauthorization  Act  (SARA)  of  1986  established  a 
university-based  program  of  basic  research  within  the  NIEHS.  The  NIEHS 
interprets  its  mandate  under  SARA  to  include  funding  for  engineering, 
ecological,  and  hydrogeological  research,  and  will  support  projects  in  these 
areas  if  they  are  to  be  performed  in  conjunction  with  biomedically  related 
programs.  The  NIEHS  hopes  to  encourage  true  collaborative  efforts  among 
researchers  in  these  various  areas. 

RESEARCH  OBJECTIVES  AND  SCOPE 

The  NIEHS  Superfund  Basic  Research  Program  is  intended  to  foster  the  growth  of 
collaborative  multidisciplinary  research  programs  aimed  at  understanding 
health  and  environmental  effects  associated  with  hazardous  waste  sites  and  at 
developing  improved  technologies  for  cleaning  up  these  sites.  The  focus  of 
this  Program  is  the  effects  on  human  health . 

Strong  biomedical  research  is  a requisite  of  this  Program.  A minimum  of  three 
approved  biomedical  projects  is  required  for  funding.  The  Program  expects 
that  the  non-biomedical  research  will  be  an  integral  part  of  the  overall 
effort.  All  applications  considered  for  funding  must  contain  approved 
projects  in  both  biomedical  and  non-biomedical  areas.  Further,  the  NIEHS 
intends  to  support  graduate  and  advanced  training  in  environmental  and 
occupational  health  and  safety,  the  engineering  aspects  of  hazardous  waste 
control,  and  geosciences  in  the  setting  of  the  research  program. 

Awards  made  under  this  announcement  will  be  for  a three-year  period.  The 
authorized  funding  level  is  $35  million  per  year.  These  dollar  amounts  are 
budget  ceilings  and  actual  amounts  will  be  appropriated  each  year,  according 
to  the  Federal  budget  process.  Because  the  funding  level  of  this  program  may 
vary  from  that  authorized,  actual  award  levels  for  approved  and  funded 
applications  will  be  based  on  program  balance  and  the  availability  of  funds, 
in  addition  to  the  scientific  merit  considerations  of  the  review  process. 
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SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  and  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion 
must  be  provided.  Applications  without  such  documentation  will  not  be 
accepted  for  review. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  Healthy  People  2000,  a PHS-led  national 
activity  for  setting  priority  areas.  This  Request  for  Applications,  Superfund 
Hazardous  Substances  Basic  Research  Program,  is  related  to  the  priority  area 
of  environmental  health.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  0 1 7-00 1 -00474-0 ) or  "Healthy  People 
2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325 
(telephone  202-783-3238). 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  will  be  the  P42  multiproject  grant-in-aid  for  a 
period  not  to  exceed  three  years,  starting  in  FY  92.  Administrative 
adjustments  may  be  necessary  to  make  the  funding  periods  coincide  with  this 
time  frame.  It  is  anticipated  that  approximately  40  awards  will  be  made. 

THIS  PROGRAM  IS  NOT  INTENDED  TO  SUPPORT  INDIVIDUAL  RESEARCH  PROJECT  GRANTS. 

METHOD  OF  APPLYING 

Letters  of  Intent 

Prospective  applicants  are  asked  to  submit  a brief  letter  of  intent  that 
includes  a descriptive  title  of  the  research  and  responsible  investigators, 
and  identification  of  any  other  participating  institutions.  This  letter  must 
be  received  no  later  than  MAY  1,  1991. 

Application  Procedure 

Applications  are  to  be  submitted  on  form  PHS  398  (revised  10/88).  Forms  are 
available  from  the  Division  of  Research  Grants,  National  Institutes  of  Health, 
Westwood  Building,  Room  240,  5333  Westbard  Avenue,  Bethesda,  MD  20892-4500. 

Applications  must  be  RECEIVED  at  the  NIEHS  by  JUNE  13,  1991. 

THIS  ANNOUNCEMENT  DOES  NOT  CONTAIN  COMPLETE  APPLICATION  INSTRUCTIONS  FOR  THIS 
RFA.  PLEASE  CONTACT  PROGRAM  STAFF  AT  NIEHS  FOR  FURTHER  INFORMATION. 

INQUIRIES 

A copy  of  the  complete  RFA  and  program  guidelines  and  inquiries  should  be 
directed  to: 

William  A.  Suk,  Ph.D.,  M.P.H. 

Program  Administrator,  Superfund  Basic  Research  Program 
Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.  0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-0797 

Grants  management  inquiries  should  be  directed  to: 

David  L.  Mineo 

Chief,  Grants  Management  Branch 
Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.  0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


VULNERABILITY  TO  DRUG  ABUSE 

PA:  PA-9 1-33 

P.T.  34 ; K.W.  0404009,  0411005,  0755030 
National  Institute  on  Drug  Abuse 

Purpose:  The  etiology  research  program  supports  studies  that  focus  on  the 

origins  of  drug  abuse  answering  questions  about  the  causal  patterns  and 
factors  leading  to  drug  abuse . An  understanding  of  the  factors  that 
predispose  or  protect  an  individual  from  drug  abuse  is  essential  to  the 
successful  prevention  of  drug  abuse.  "Vulnerability"  refers  to  the  fact  that 
individuals  are  differentially  at  risk  for  engaging  in  drug  use  and  for  making 
the  transition  from  drug  use  to  drug  abuse . A primary  goal  of  the 
vulnerability  research  area  is  to  develop  the  necessary  information,  theories, 
and  methodologies  to  ident ify  individuals  at  high  risk  for  drug  abuse . 
Vulnerability  to  the  transition  from  drug  use  to  abuse , and  the  origins  of 
drug  abuse  and  drug  dependence , as  opposed  to  casual , limited  experiment at  ion , 
are  the  targets  of  this  program . Drug  abusers  are  a heterogeneous  group  and 
there  are  multiple  patterns  of  abuse , each  possibly  having  multiple  potential 
etiologies . An  understanding  of  the  etiology  of  drug  abuse  will  make  it 
possible  to  determine  the  critical  causal  factors  and  the  most  effective 
targets  of  intervention . 

Areas  of  Research  Interest : The  following  are  representative  areas  of 
research  interest . 

o Behavioral  Genetics  Studies : Research  in  this  area  would  focus  on 
studies  of  the  heritability , mechanisms , and  markers  of 
biologically  based  factors  predisposing  an  individual  to,  or 
protecting  an  individual  from,  drug  abuse  and  dependence . Family , 
twin,  adoption,  half  sibling,  and  some  epidemiological  studies  may 
be  included. 

o Physiological  Studies  (including  neurology  and  biochemistry): 

Research  in  this  area  would  focus  on  studies  of  the  physiological , 
biochemical , and/or  neurological  correlates , mechanisms , and 
manifestations  of  inherited,  congenital , or  acquired  predisposing 
biomedical  factors . Biomedical  conditions  antecedent  and/or 
concomitant  to  drug  abuse,  altered  response  to  drugs, 
physiologically  based  deficits  leading  to  impaired  psychological 
function  or  psychopathology,  and  other  related  phenomena  would  also 
be  appropriate  targets  of  studies . 

o Psychology/ Psychopathology  Studies  ( also  including  developmental 
psychopathology) : Research  in  this  area  would  focus  on  studies  of 

the  psychological , developmental , and  psychopat hoi ogical  factors 
and  behaviors  involved  in  the  predisposition,  initiation, 
escalation,  maintenance , and  recidivism  of  drug  abuse  and 
dependence . Prodromal  markers , developmental  stage  related 
transitions,  mechanisms  of  predisposition  or  protection, 
relationships  to  personal ity  characteristics  and  to  other 
psychopat hoi ogical  condit ions  ( including  alcohol  abuse ) , 
methodologies  for  early  identification,  princ iples  of  intervent  ion 
and  remediation,  stress  responses  and  the  availabil ity  and  form  of 
alternate  behaviors  and  coping  skills,  and  other  related  phenomena 
would  also  be  appropriate  study  foci . The  identification  of 
developmental  stage  related  high-risk  profiles  would  be  an 
additional  major  goal. 

o Family/Environment/Behavioral  Studies:  Research  in  this  area  would 
focus  on  studies  of  the  exogenous  factors  that  are  facilitative  or 
inhibitive  of  the  initiation,  escalation,  and  maintenance  of  drug 
abuse  and  dependence . Studies  in  this  program  component  would 
include  research  on  inter generational  and  peer  modeling  and  social 
influences ; contributions  of  drug  char ac ter is t ics , availabil ity, 
and  delivery  factors ; impact  of  social  and  behavioral  sanct ions , 
consequences , and  enforcement  as  influences . 

Research  Support  Mechanisms : Support  mechanisms  include  Research  Projects 
( R0 1 ) , Small  Grants  (R03),  Conference  Grants  (R13),  First  Independent  Research 
Support  and  Transition  Awards  (R29 ) , Program  Projects  ( P0 1 ) and  Center  Grants 
( P50 ) . 
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IMPORTANT The  receipt  dates  appearing  later  in  this  announcement  are  for  the 

research  grant  mechanism  (RQ1).  All  other  support  mechanisms  listed  above  may 
have  their  own:  (1)  receipt  and  review  date  schedule,  (2)  special  review  and 

award  criteria,  and/or  (3)  special  programmatic  considerations  for  funding 
priority.  Please  contact  NIDA  program  and  review  staff  for  further 
informat  ion . 


Eligibility:  Applications  for  research  grants  may  be  made  by  public  or 

private,  for-profit  or  non-profit  organizations,  such  as  universities, 
colleges,  hospitals  or  laboratories,  units  of  State  or  local  government,  or 
authorized  units  of  the  Federal  Government.  Women  and  minority  investigators, 
in  particular,  are  encouraged  to  apply. 

Application  Process:  Applicants  must  use  the  current  version  of  the  form  PHS 
398  (revised  10/88).  The  announcement  number  PA-91-33  and  the  title  of  this 
announcement:  Vulnerability  to  Drug  Abuse,  must  be  typed  in  item  #2  on  the 

face  page  of  the  application  form.  Applications  must  adhere  to  page 
limitations  noted  in  the  application  kit.  Complete  instructions  for 
applicants  are  included  in  the  kit. 

Application  kits  containing  the  necessary  forms  and  instructions  may  be 
obtained  from  business  offices  of  sponsored  research  at  most  universities, 
colleges,  medical  schools,  and  other  major  research  facilities.  If  such  a 
source  is  not  available,  the  following  office  may  be  contacted  for  the 
necessary  application  material  and  announcements:  Division  of  Research 
Grants,  NIH,  Westwood  Bldg.,  Room  449,  5333  Westbard  Avenue,  Bethesda, 

Maryland  20892,  (301)  496-7441. 


Review  Process:  Applications  received  under  this  announcement  will  be 
assigned  to  an  initial  review  group  for  scientific  merit  review.  Such  groups 
consist  primarily  of  non-Federal  experts.  Notification  of  review  outcome  will 
be  sent  to  the  applicant  after  the  initial  review.  Applications  will  receive 
a secondary  review  for  policy  consideration  by  the  appropriate  National 
Advisory  Council.  Only  applications  recommended  for  approval  by  the  National 
Advisory  Council  vrill  be  considered  for  funding.  Applications  submitted  in 
response  to  this  announcement  are  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372,  as  implemented  through  Department  of 
Health  and  Human  Services  regulations  at  45  CFR  Part  100. 


Application  Receipt  and  Review  Schedule: 


Receipt  of  Initial 

Applications  Review 


Advisory  Earliest 

Council  Award  Date 


June  1/July  1 X 
Oct . 1 /Nov . 1 X 
Feb.  1/Mar.  lx 


Oct . /Nov . 
Feb . /March 
June/ July 


Jan . /Feb . 
May/ June 
Sept . /Oct 


April 

July 

December 


X New  research  grants,  competing  continuations,  supplemental,  and  revised 
applications  (new  or  renewal)  are  to  be  submitted  on  these  dates.  Program 
projects  and  center  applications  are  due  on  the  earlier  date. 


Consequences  of  Late  Submission  - Applications  received  after  the  above  dates 
are  subject  to  assignment  to  the  next  review  cycle. 


Inclusion  on  Women  and  Minorities  in  Clinical  Research  Study  Populations: 


Applications/proposals  for  ADAMHA  grants  and  cooperative  agreements  are 
required  to  include  both  women  and  minorities  in  study  populations  for 
clinical  research,  unless  compelling  scientific  or  other  justification  for  not 
including  either  women  or  minorities  is  provided.  This  requirement  is 
intended  to  ensure  that  research  findings  will  be  of  benefit  to  all  persons  at 
risk  of  the  disease,  disorder,  or  condition  under  study.  For  the  purpose  of 
these  policies,  clinical  research  involves  human  studies  of  etiology, 
treatment,  diagnosis,  prevention,  or  epidemiology  of  diseases,  disorders  or 
conditions,  including  but  not  limited  to  clinical  trials;  and  minorities 
include  U.S.  racial/ethnic  minority  populations  (specifically:  American 
Indians  or  Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  and  Hispanics). 

ADAMHA  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical 
research  projects  to  include  representation  of  the  full  array  of  U.S. 
racial/ethnic  minority  populations.  However,  applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups. 


Applications  should  include  a description  of  the  composition  of  the  proposed 
study  population  by  gender  and  racial/ethnic  group,  and  the  rationale  for  the 
numbers  and  kinds  of  people  selected  to  participate.  This  information  should 
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be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan  AND 
summarized  in  Section  2,  E , Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority 
representation  appropriate  to  the  scientific  objectives  of  the  work  proposed. 
If  representation  of  women  or  minorities  in  sufficient  numbers  to  permit 
assessment  of  differential  effects  is  not  feasible  or  is  not  appropriate,  the 
reasons  for  this  must  be  explained  and  justified.  The  rationale  may  relate  to 
the  purpose  of  the  research,  the  health  of  the  subjects,  or  other  compelling 
circumstances  (e.g.,  if  in  the  only  study  population  available  there  is  a 
disproportionate  representation  in  terms  of  age  distribution,  risk  factors, 
incidence/prevalence,  etc.,  of  one  gender  or  minority/majority  group). 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned.  Peer  reviewers  will  address  specifically 
whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
gender  and/or  minority  representation/ just  if icat ion  are  judged  to  be 
inadequate,  reviewers  will  consider  this  as  a deficiency  in  assigning  the 
priority  score  to  the  application. 

All  applications/proposals  for  clinical  research  submitted  to  ADAMHA  are 
required  to  address  these  policies.  ADAMHA  funding  components  will  not  award 
grants  that  do  not  comply  with  these  policies. 

Availability  of  Funds:  Both  research  project  grants  and  center  grants  will  be 
awarded  based  on  this  announcement.  It  is  anticipated  that  4-5  research 
projects  will  be  funded  under  this  announcement  during  FY  1992,  but  will 
depend  on  availability  of  funds.  Applications  received  in  response  to  this 
announcement  will  compete  for  approximately  $2.0  million  in  new  grant  money 
that  has  been  made  available  for  this  purpose. 

It  is  estimated  that  1 new  Vulnerability  Center  will  be  funded  under  this 
announcement  during  FY  1992.  Initiation  of  new  Centers  after  FY  1992  will 
depend  on  availability  of  funds.  Center  applications  received  in  response  to 
this  announcement  will  compete  for  approximately  $1.5  million  in  new  grant 
money  that  has  been  made  available  for  this  purpose. 

Further  information  and  consultation  on  program  requirements  may  be  obtained 
from : 

Meyer  D.  Glantz,  Ph.D. 

Acting  Chief,  Etiology  Research  Section 
Prevention  Research  Branch 
Division  of  Clinical  Research 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Rockwall  Building 
Rockville,  MD  20857 
Telephone:  (301)  443-1514 


INDIVIDUAL  POSTDOCTORAL  FELLOWSHIPS  AND  SENIOR  FELLOWSHIPS  IN  HEMATOLOGIC 

RESEARCH 

PA:  PA-91 -34 

P.T.  22;  K.W.  0785070,  0715032,  0765035,  1002058,  0790005,  0765030,  0710030 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Heart,  Lung,  and  Blood  Institute 

Application  Receipt  Dates:  January  10,  May  10,  September  10 

This  Program  Announcement  emphasizes  the  continued  interest  of  the  National 
Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  and  the 
National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  in  supporting  the 
development  of  promising  new  investigators  in  fundamental  areas  of  hematology, 
as  well  as  in  areas  representing  frontiers  of  the  application  of  hematologic 
knowledge  to  clinical  problems. 

The  NIDDK  and  the  NHLBI  currently  have  active  programs  supporting  research 
across  the  broad  area  of  hematology.  Among  the  areas  of  primary  interest,  in 
which  additional  training  needs  exist,  are  approaches  to  understanding  the 
fundamental  processes  underlying  the  normal  and  pathologic  function  of  blood 
cells  and  the  blood  forming  system;  hemoglobin  structure,  function,  and 
molecular  genetic  regulation;  acquired  and  inherited  hemolytic  anemias; 
membranes  and  their  role  in  cellular  regulation;  iron  metabolism,  storage,  and 
transport;  hematopoiesis  and  its  regulation  by  growth  factors,  including 
erythropoietin;  characterization  of  growth  factor  receptors  and  examination  of 
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their  role  in  hematopoietic  stem  cell  differentiation;  immunohematology  and 
autoimmune  disease;  transplant  biology;  and  basic  approaches  to  gene  therapy. 
Other  research  problems  related  to  disorders  of  the  blood  or  blood  elements 
are  of  interest  as  well . 

To  accomplish  the  goals  of  the  research  programs  of  the  NIDDK  and  the  NHLBI, 
scientists  who  are  well  trained  in  one  or  more  of  a variety  of  disciplines  are 
needed.  Therefore,  the  NIDDK  and  the  NHLBI  are  announcing  the  availability  of 
individual  postdoctoral  fellowships  to  highly  qualified  scientists  who  are 
seeking  training  that  will  enable  them  to  engage  in  research  relevant  to 
hematologic  diseases.  The  NIDDK  and  the  NHLBI  also  are  interested  in  offering 
fellowships  to  scientists  who  wish  to  integrate  mathematical,  physical, 
chemical,  as  well  as  computer  modeling  approaches,  with  those  of  clinical, 
molecular,  and  cellular  biology  in  hematologic  research. 

Applications  received  in  response  to  this  announcement  will  be  assigned  to  an 
appropriate  institute  for  funding  consideration.  Primary  assignment  will  be 
determined  by  the  research  proposed  in  the  application  and  its  relationship  to 
guidelines  for  referral  of  applications,  currently  in  use.  Because  of  the 
mutual  interests  of  the  two  Institutes  in  some  of  the  areas  listed  above,  it 
is  recommended  that  questions  about  the  assignment  of  an  application  be 
addressed  to: 

Walter  Stolz,  Ph . D . 

Director,  Division  of  Extramural  Activities,  NIDDK 
National  Institutes  of  Health 
Bethesda,  MD  20892 

or 

Ronald  Geller,  Ph . D . 

Director,  Division  of  Extramural  Affairs,  NHLBI 
National  Institutes  of  Health 
Bethesda,  MD  20892 

Support  for  individual  postdoctoral  fellowships  will  be  provided  through  the 
National  Research  Service  Award  (NRSA,  F32).  The  stipend  levels  for  the 
individual  postdoctoral  fellowships  range  from  $18,600  to  $32,300,  depending 
on  the  number  of  years  of  relevant  experience  subsequent  to  the  award  of  the 
doctoral  degree.  In  addition,  the  training  institution  may  request  an 
institutional  allowance  of  up  to  $3,000  per  year  for  supplies,  equipment, 
travel,  tuition,  fees,  insurance,  and  other  training-related  expenses. 
Individual  postdoctoral  fellowships  are  made  for  a period  of  up  to  3 years. 

Also  encouraged  are  applications  for  Senior  Fellowships  (NRSA,  F33). 
Investigators  who  hold  a doctorate  or  equivalent  degree  and  have  had  at  least 
seven  subsequent  years  of  relevant  research  or  professional  experience  are 
eligible  for  this  award.  The  award  is  designed  to  provide  opportunities  for 
experienced  scientists  to  make  major  changes  in  the  direction  of  their 
research  careers,  to  acquire  new  research  capabilities,  to  broaden  their 
scientific  background,  to  enlarge  their  command  of  an  allied  research  field, 
or  to  take  time  from  regular  professional  responsibilities  to  increase  their 
capabilities  for  engaging  in  health-related  research.  The  amount  of  the 
stipend  is  based  on  the  salary  from  the  applicant's  home  institution  but  will 
not  exceed  $32,300  per  year. 

Receipt  dates  for  applications  are  January  10,  May  10,  and  September  10 
annually.  The  earliest  dates  that  awards  can  be  made  are  June,  October,  and 
February,  respectively. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  of  Research  Resources  may  wish  to 
identify  the  Center  as  a resource  for  conducting  the  proposed  research.  In 
such  a case,  a letter  of  agreement  from  the  GCRC  Program  Director  must  be 
included  in  the  application  material. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
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research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  ( i . e . , 

Native  Americans  ( including  American  Indians  or  Alaskan  Natives ) , 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants . 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries , the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States’  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  pol icies . If  the  represent at  ion  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate , it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  pol icies . NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies . 

Applications  must  be  submitted  on  PHS  form  416-1  ( revised  7/88 ) that  is 
available  in  the  business  or  grants  and  contracts  office  at  most  academic  and 
research  institutions . In  order  to  identify  the  application  as  a response  to 
this  Program  Announcement,  item  3 of  the  application  face  page  must  be  the 
title  "Availability  of  Individual  Postdoctoral  Fellowships  and  Senior 
Fellowships  in  Hematologic  Research , PA-91 -34."  The  original  and  two  cop ies  of 
the  application  must  be  mailed  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

For  additional  information  about  individual  postdoctoral  fellowship 
opportunities  available  through  the  NIDDK  and  the  NHLBI,  please  contact: 

Charles  H.  Rodgers,  Ph.D. 

Manpower  Program  Director 

Division  of  Kidney,  Urologic  and  Hematologic  Diseases 
NIDDK 

National  Institutes  of  Health 
Bethesda,  MD  20892 
Telephone:  (301)  496-7573 
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Fann  Harding,  Ph.D. 

Special  Assistant  to  the  Director  for  Research  Training 
Division  of  Blood  Diseases  and  Resources 
NHLBI 

National  Institutes  of  Health 
Bethesda,  MD  20892 
Telephone:  (301)  496-1817 

For  fiscal  and  administrative  matters,  contact: 

Florence  D.  Cohen 
Lead  Grants  Clerk 
Grants  Management  Branch,  DEA 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

These  programs  are  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.849  - Kidney,  Urologic  and  Hematologic  Diseases  Research.  Awards  will  be 
made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section 
301  (Public  Law  78-4110,  as  amended;  42  USC  241)  and  administered  under  PHS 
grant  policies  and  federal  regulations  42  CFR  Part  52,  and  45  CFR  Part  74. 

This  program  is  not  subjected  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


496  00469  5946 


x*THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 


*U.S.G.P.0: 1991-281-826:20037 
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NOTICES 

REVIEW  PROCEDURES  FOR  NEW  COMPETITIVE  PROGRAM  PROJECT  GRANT 


APPLICATIONS  SUBMITTED  JUNE  1,  1991  AND  OCTOBER  1,  1991  1 

National  Heart,  Lung,  and  Blood  Institute 
index:  HEART,  LUNG,  BLOOD 

NTH  REGIONAL  SEMINAR  IN  GRANTS  ADMINISTRATION  2 

National  Institutes  of  Health 
Index:  NATIONAL  INSTITUTES  OF  HEALTH 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


A RANDOMIZED,  PLACEBO-CONTROLLED  TRIAL  IN  FIRST  SEIZURE  PATIENTS  (RFI ) 3 

National  Institute  of  Neurological  Disorders  and  Stroke 
Index:  NEUROLOGICAL  DISORDERS,  STROKE 


FACILITIES  CONSTRUCTION  PROJECTS  TO  SUPPORT  CENTERS  FOR  SUBSTANCE  4 

ABUSE  RESEARCH  (RFA  DA-91 -06) 

National  Institute  on  Drug  Abuse 
Index:  DRUG  ABUSE 


GENE  THERAPY  STRATEGIES  FOR  TREATMENT  OF  COOLEY'S  ANEMIA  (RFA  HL-91 -04-B ) . . 5 
National  Heart,  Lung,  and  Blood  Institute 
Index:  HEART,  LUNG,  BLOOD 


ONGOING  PROGRAM  ANNOUNCEMENTS 


TRANSGENIC,  CHIMERIC,  AND  IN  VITRO  MODELS  OF  KIDNEY  DISEASES  (PA-91-35)  ...  6 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Index:  DIABETES,  DIGESTIVE  DISEASES,  KIDNEY  DISEASES 


SMALL  GRANT  PROGRAM  (PA-9 1-36)  • 8 

National  Institute  of  Dental  Research 
Index:  DENTAL  RESEARCH 


ERRATA 


CORRECTION:  SUPERFUND  HAZARDOUS  SUBSTANCES  BASIC  RESEARCH  PROGRAM 11 

(RFA  ES-91-02) 

National  Institute  of  Environmental  Health  Sciences 
Index:  ENVIRONMENTAL  HEALTH  SCIENCES 


NOTICES 


REVIEW  PROCEDURES  FOR  NEW  COMPETITIVE  PROGRAM  PROJECT  GRANT  APPLICATIONS 

SUBMITTED  JUNE  1.  1991  AND  OCTOBER  1,  1991 

P.T.  34;  K.W.  1014002,  1014006 

National  Heart,  Lung,  and  Blood  Institute 

Effective  with  the  receipt  of  applications  due  June  1,  1991  and  October  1, 
1991,  new  and  amended  new  competitive  program  project  grant  applications 
assigned  to  the  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  will  be 
reviewed  on  a schedule  longer  than  has  been  the  custom  in  the  past . This  is 
necessary  in  order  to  carry  out  the  usual  NHLBI  peer  review  process  for 
program  project  grant  applications  at  a time  when  the  number  of  applications 
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has  greatly  increased.  These  applications  will  be  reviewed  by  the  NHLBI 
review  branch  in  as  timely  a manner  as  is  practicable. 

The  submission  of  many  program  project  grant  applications  in  excess  of  the 
usual  workload  has  already  necessitated  the  delay  in  review  of  many 
applications  and  has  placed  a significant  burden  on  review  staff,  reviewers, 
and  scheduling.  The  increased  percentage  of  amended  applications  has 
contributed  to  this  problem. 

The  nature  of  the  program  project  grant  has  evolved  greatly  since  its 
inception  in  the  early  1960s.  Because  of  the  recent  circumstances,  the  NHLBI 
is  taking  the  opportunity  in  the  next  9 months  to  examine  the  program  project 
grant  mechanism.  To  this  end,  two  NHLBI  staff  committees  are  being 
established  to  revise  program  project  guidelines  and  review  procedures.  The 
National  Heart,  Lung,  and  Blood  Advisory  Council  and  extramural  scientists 
will  be  part  of  this  process.  It  is  currently  expected  that  new  program 
guidelines  and  review  procedures  will  be  presented  to  the  Council  in  October 
1991  with  implementation  for  the  February  1,  1992  deadline. 

For  these  reasons,  new  (Type  1 and  amended  Type  1)  program  project  grant 
applications  will  experience  delays  in  the  review  cycle.  Competing  renewal 
and  amended  renewal  applications  will  be  reviewed  under  previous  schedules  in 
order  to  avoid  gaps  in  funding  and  to  lessen  any  problems  associated  with 
phasing  out  of  ongoing  research  efforts  and  to  maintain,  where  possible, 
personnel  and  institutional  commitments  of  currently  funded  programs. 

Questions  about  this  announcement  should  be  directed  to: 

Ronald  G.  Geller,  Ph . D . 

director.  Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  7 A/ 1 7 
Bethesda,  MD  20892 
Telephone:  (301)  496-7416 


NIH  REGIONAL  SEMINAR  IN  GRANTS  ADMINISTRATION 

P.T.  42;  K.W.  1014006 
National  Institutes  of  Health 

The  Grants  Policy  Office  of  the  National  Institutes  of  Health  (NIH)  is 
sponsoring  a two-day  seminar  on  program  funding  and  grants  administration. 

The  seminar  covers  topics  of  interest  to  both  academic  researchers  and  grants 
administrators  and  will  be  held  on  May  20-21,  1991,  at  Indiana  University 
School  of  Medicine,  Indianapolis. 

The  conference  is  targeted  for  an  audience  of  researchers  and  research 
administrators  at  institutions  in  the  Midwest  region  of  the  country.  Those 
interested  from  other  states  are  also  invited.  Investigators  and  staff  from 
small  and  minority  colleges,  for-profit  research  organizations,  hospitals, 
universities,  and  research  institutes  are  encouraged  to  attend. 

Discussions  of  current  issues  that  affect  NIH  funding  and  grants 
administration  are  included  to  give  conference  participants  a comprehensive, 
up-to-date  view  of  NIH-sponsored  research.  The  first  day  of  the  conference 
focuses  on  current  areas  of  interest  to  the  research  programs  of  the  various 
awarding  components  that  comprise  the  NIH.  Preparation  of  an  NIH 
application/proposal  and  the  NIH  review  process  are  included  as  agenda  topics. 
In  addition,  a panel  of  Principal  Investigators  from  Indiana  University  School 
of  Medicine  will  give  their  perspective  and  advice  on  writing  successful 
applications/proposals . 

The  program  for  the  second  day  covers  topics  associated  with  pre-award  and 
post-award  administration  of  NIH  grants  and  contracts.  Policy  and  procedural 
issues  affecting  NIH  grants  administration  form  the  basis  of  the  program. 
General  discussions  on  current  issues  and  the  changes  they  precipitate  are 
integrated  with  more  specific  discussions  regarding  special  career  development 
programs,  conflict  of  interest  guidelines,  and  electronic  grant  application 
development . 

Mr.  Geoffrey  Grant,  Grants  Policy  Officer  in  the  Office  of  Extramural  Research 
at  NIH  and  program  and  grants  management  staff  from  several  NIH  institutes  and 
centers  as  well  as  representatives  from  the  Division  of  Research  Grants  are 
featured  speakers.  Time  will  be  available  each  day  for  conference 
participants  to  meet  informally  with  the  NIH  representatives  to  discuss  topics 
of  special  interest. 
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",<i : oi:encc  agenda  and  fee  information  are  available.  For  more  information, 
contact  Ms.  Jan  Walther,  Indiana  University  School  of  Medicine,  at  (317) 
274-7127. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


A RANDOMIZED,  PLACEBO-CONTROLLED  TRIAL  IN  FIRST  SEIZURE  PATIENTS 

REQUEST  FOR  INFORMATION  SYNOPSIS  NO.:  NIH-NINDS-91 -00 1 
P.T.  34;  K.W.  0715060,  0755015,  0745005 

National  Institute  of  Neurological  Disorders  and  Stroke 

Whether  early  treatment  of  non-febrile  seizures  can  alter  the  likelihood  of 
the  development  of  chronic  epilepsy  is  a question  yet  unresolved.  The 
National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS),  NIH,  is 
interested  in  identifying  organizations  that  are  potential  sources  of 
non-adult  patients  with  first  non-febrile  seizures  for  a randomized, 
double-blind,  placebo-controlled  trial  of  the  treatment  of  first  seizures. 

The  NINDS  is  interested  in  comparing  two  randomly  assigned  groups  of  patients, 
those  assigned  to  receive  an  anti-epileptic  drug  (AED)  after  the  first  seizure 
and  those  assigned  to  receive  a placebo.  The  primary  comparison  will  be  the 
proportion  of  patients  with  recurrent  seizures  in  each  group  after  treatment 
and  follow-up  (up  to  two  years).  The  NINDS  is  seeking  to  determine  whether 
appropriate  populations  exist  for  such  a clinical  trial. 

Specifically,  information  is  requested  to  assess  availability  of  the 
following : 

1 . The  number  of  patients  diagnosed  with  first  seizure  each  month  in 
your  institution  for  the  past  three  (3)  years,  according  to  decades 
of  age.  There  must  be  documented  availability  of  approximately  150 
non-adult  (6  months  to  19  years  of  age)  patients  in  the  first  year 
of  enrollment.  Patients  must  be  without  prior  non-febrile 
seizures,  with  a maximum  of  one  week  of  AED  treatment  for  the 
presenting  seizure,  and  who  could  be  entered  into  a trial  within 
one  week  of  their  first  seizure.  Immediacy  of  screening  to  permit 
randomization  prior  to  recurrent  seizure  is  a high  priority 
criterion . 

2.  The  current  practice  in  your  institution  for  treating  patients  with 
first  seizures,  including  first  AED  choices,  methods  for 
identifying  a seizure,  a non-febrile  seizure,  and  a first 
non-febrile  seizure. 

3.  The  clinical  staff  and  routine  resources  available  to  diagnose, 
treat,  and  follow  this  type  of  patients.  Provide  names  and 
professional  qualifications  and  specific  experience  of  clinical 
personnel  who  have  been  involved  with  trials  of  a similar  nature. 

4.  Summary  of  baseline  data  currently  collected  on  first  seizure 
patients,  summary  of  follow-up  data  currently  and  routinely 
collected,  e.g.,  current  frequency  of  CT  scans  and/or  EEGTs. 

Median  duration  of  patient  contacts  over  the  past  three  (3)  years. 

5.  Identification  of  the  support  staff  and  experience  in  data  entry 
and  data  management  for  clinical  trials. 

Responses  to  this  request  are  not  mandatory  and  are  solicited  on  a voluntary 
basis.  A statement  of  capabilities  and  qualifications  should  not  exceed  15 
typed  pages.  This  announcement  does  not  commit  the  Government  to  make  an 
award  nor  to  pay  for  the  preparation  of  any  information  submitted.  This  is 
not  a Request  for  Proposals . Acknowledgement  of  receipt  of  responses  will  not 
be  made,  nor  will  respondents  be  notified  of  the  Government’s  evaluation  of 
the  information  received. 

Responses  should  be  identified  with  NIH-NINDS  RFI  Synopsis  No.  91-001,  and  are 
due  30  days  after  the  publication  date  of  this  synopsis . Three  (3 ) copies  of 
your  response  must  be  del ivered/mailed  to : 
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Mr.  Kirkland  L . Davis 
Contracting  Officer 

National  Institute  of  Neurological  Disorders  and  Stroke 
NIH 

Federal  Building,  Room  901 
7550  Wisconsin  Avenue 
Bethesda,  MD  20892 


FACILITIES  CONSTRUCTION  PROJECTS  TO  SUPPORT  CENTERS  FOR  SUBSTANCE  ABUSE 

RESEARCH 

RFA  AVAILABLE:  DA-91 -06 

P.T.  03;  K.W.  0404003 , 0404009,  0785035 

National  Institute  on  Drug  Abuse 

Letter  of  Intent  Receipt  Date:  May  15,  1991 
Application  Receipt  Date : June  24 , 1 991 

Purpose:  The  Fiscal  Year  1991  HHS/Labor  appropriation  bill  (PL  101-517) 

authorized  the  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA) 
to  award  competitive  grants  for  the  construction  and  renovation  of  research 
facilities . This  authorization  was  based  on  Congress 1 belief  that  there  is  a 
need  for  substance  abuse  research  centers  that  combine  substance  abuse 
treatment  programs  in  the  same  physical  location  with  inpat ient  and  outpatient 
cl inical  research  programs  and  related  basic  science  laboratories . 

Support  may  be  requested  for  the  costs  of  constructing  or  renovating 
non-federal  facilities  to  meet  the  needs  of  an  integrated  research  facility, 
to  include  clinical  and  basic  resedrch  activities  on  drug  and/or  alcohol  abuse 
and  associated  substance  abuse  treatment  activities . 

The  overall  objective  of  this  Request  for  Applications  (RFA)  is  the  creation 
of  facilities  that  will  provide  an  enhanced  environment  for  the  development  of 
basic  and  clinical  research  findings  on  substance  abuse  and  for  the  rapid 
transfer  of  research  findings  to  the  cl inical  care  of  patients  suffering  from 
substance  abuse.  In  addition,  the  Centers  will  facilitate  improved  diagnostic 
capabilities  by  treatment  providers , physicians , investigators,  clinicians  and 
rot at ing  interns , as  well  as  stimulate  interest/commitment  in  substance  abuse 
research . 

Award  Mechanism : The  award  mechanism  will  be  the  construction  grant  award 
( C06 ) . 

Eligibility : Any  domestic , non-Federal , profit  or  nonprofit  institution,  or 

public  organization,  or  association  is  eligible  to  apply . However , to  assure 
that  the  completed  facility  will  be  used  in  accord  with  the  object ives  and 
scope  of  this  RFA,  applicants  must  be  conducting  basic  and/or  cl inical 
research  on  substance  abuse  and  be  engaged  in  the  treatment  of  substance 
abuse . Applicants  may  include  universities , colleges , hospitals , public 
agencies , research  institutions,  and  similar  organizations , profit  or 
nonprofit . ADAMHA  staff  will  verify  application  and  award  eligibility . 
Applications  judged  to  be  ineligible  will  be  returned  to  the  applicant , 

Funding : This  one-time  solicitation,  based  on  Fiscal  Year  1 99 1 

appropriations,  will  make  available  approximately  $4,900,000  to  cover 
allowable  costs  of  approximately  2 construction/renovation  projects. 

Allowable  costs  under  Federal  regulations  may  be  less  than  total  construction 
costs  to  the  institution . ADAMHA  encourages  but  does  not  require  the 
applicant  to  arrange  additional  funding  from  non-Federal  sources  for  at  least 
25  percent  of  the  total  costs.  In  any  case,  prior  to  the  grant  award,  the 
applicant  must  provide  an  assurance  that  sufficient  funds  have  been  secured 
from  non-federal  sources  to  meet  any  projected  costs  in  excess  of  the  award 
amount.  All  awards  under  this  RFA  will  be  one-time  awards  that  will  cover  the 
federal  participation  for  the  entire  construct  ion/ reno vat  ion  project . No 
continuation  costs  and  no  indirect  costs  will  be  awarded . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES.  For  projects  involving  clinical  research,  ADAMHA  requires 
applicants  to  give  special  attention  to  the  inclusion  of  women  and  minorities 
in  study  groups . If  women  and  minor it ies  are  not  included  in  the  populat ions 
for  clinical  studies,  a special  justification  for  this  exclusion  must  be 
provided.  Applications  without  this  justification  will  not  be  accepted  for 
review . 
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Letter  of  Intent:  Prospective  applicants  are  asked  to  submit  by  May  15,  1991, 
a short  letter  of  intent  to  the  individual  noted  below.  The  RFA  describes 
procedures  for  submitting  this  letter. 

Application  Process:  Applicants  must  use  Standard  Form  424,  "Application  for 
Federal  Assistance."  For  additional  information,  a copy  of  the  RFA,  the 
Standard  Form  424  application,  and  additional  special  instructions  and 
guidelines,  please  contact: 

John  J.  Boren,  Ph.D. 

Chief,  Clinical  and  Behavioral  Pharmacology  Branch 

Division  of  Clinical  Research 

National  Institute  on  Drug  Abuse 

5600  Fishers  Lane,  Room  10A-46 

Rockville,  MD  20857 

Telephone:  (301)  443-1263 

For  fiscal  and  administrative  matters,  contact: 

Ms.  Shirley  McKinney 
Grants  Management  Officer 
National  Institute  of  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20879 
Telephone:  (301)  443-6021 

PRE -APPLICATION  INSTRUCTIONS:  Intergovernmental  Review-Executive  Order  12372 
( rev . 3/1/91) 

The  intergovernmental  review  requirements  of  Executive  Order  12372,  as 
implemented  through  DHHS  regulations  at  45  CFR  Part  100,  are  applicable  to 
this  program.  E.O.  12372  sets  up  a system  for  State  and  local  government 
review  of  proposed  Federal  assistance  applications.  Applicants  (other  than 
Federally  recognized  Indian  tribal  governments)  should  contact  the  State 
Single  Point  of  Contact  (SPOC)  as  early  as  possible  to  alert  them  to  the 
prospective  applications  and  to  receive  any  necessary  instructions  on  the 
State  process.  A current  listing  of  SPOCs  is  included  in  the  application  kit. 


GENE  THERAPY  STRATEGIES  FOR  TREATMENT  OF  C00LEYTS  ANEMIA 

RFA  AVAILABLE:  HL-91-04-B 
P.T.  34;  K.W.  0745032,  0715032 
National  Heart,  Lung,  and  Blood  Institute 
Application  Receipt  Date:  July  15,  1991 

The  Cellular  Hematology  Branch  of  the  Division  of  Blood  Diseases  and 
Resources,  National  Heart,  Lung,  and  Blood  Institute,  announces  the 
availability  of  a Request  for  Applications  (RFA)  on  the  above  subject.  Awards 
will  be  made  to  foreign  institutions  only  for  research  of  very  unusual  merit, 
need,  and  promise. 

This  special  program  will  support  research  on  the  development  of  techniques 
and  strategies  for  the  high-efficiency  transfer  and  long-term  expression  of 
normal  human  beta-globin  genes  into  hematopoietic  stem  cells  in  culture  and  in 
animals  as  a first  step  in  the  development  of  a protocol  for  treating  patients 
with  Cooley's  anemia. 

The  support  mechanism  for  this  FIVE-year  program  will  be  the  traditional 
individual  research  grant  (R01).  Although  approximately  $1,000,000  (for 
direct  plus  indirect  costs)  for  this  program  is  included  in  the  financial 
plans  for  fiscal  year  1992,  award  of  grants  pursuant  to  this  Request  for 
Applications  (RFA)  is  contingent  upon  receipt  of  funds  for  this  purpose.  The 
specific  number  of  awards  to  be  funded  depends  on  the  merit  and  scope  of  the 
applications  received  and  the  availability  of  funds.  It  is  anticipated  that 
approximately  five  awards  will  be  made. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
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p ovidcd.  Applications  without  such  documentation  will  not  be  accepted  for 

review . 

Requests  for  copies  of  the  RFA  may  be  addressed  to: 

Helena  C.  Mishoe,  Ph.D. 

Health  Scientist  Administrator 

Cellular  Hematology  Branch 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  5A12 

Bethesda,  MB  20892 

Telephone:  (301)  496-5911 

FAX:  (301)  496-9940 

For  fiscal  and  administrative  matters,  contact: 

Ms.  Jane  Davis 
Grants  Management 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A15 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-7257 


ONGOING  PROGRAM  ANNOUNCEMENTS 


TRANSGENIC,  CHIMERIC,  AND  IN  VITRO  MODELS  OF  KIDNEY  DISEASES 

PA:  PA-91 -35 

P.T.  34;  K.W.  0755020,  0785095,  0785220,  1002004,  1002002,  0780015 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Application  Receipt  Dates:  June  1,  October  1,  and  February  1 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD)  of  the 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
announces  a continuing  interest  in  receiving  research  project  applications  on 
the  above  subject. 

BACKGROUND 

The  need  for  this  initiative  was  recognized,  in  part,  as  a result  of  a 40th 
Anniversary  Symposium  held  at  NIH  in  March  1990,  organized  and  sponsored  by 
the  DKUHD,  titled  "Gene  Regulation  and  Cellular  Signaling  in  the  Kidney  and 
Urothelium."  There  have  been  marked  successes  in  identifying  genetic  defects 
involved  in  diseases  of  other  organs  and  systems,  such  as  the  blood.  The 
power  of  molecular  and  cellular  techniques  in  determining  the  structure  of 
genes  and  in  obtaining  information  about  their  regulation  has  been  amply 
demonstrated  in  these  other  systems.  As  summarized  in  the  symposium,  recent 
investigations  of  the  kidney  and  urothelial  system,  particularly  with  growth 
factors  and  their  signal  transduction  systems  and  with  transporter  proteins 
and  their  genes,  indicate  that  the  diseases  of  the  kidney,  such  as  polycystic 
kidney  disease  and  Alport  Syndrome,  also  can  be  attacked  productively  through 
molecular  and  cellular  approaches. 

There  is  a need  for  expansion  of  model  systems  for  use  in  studying  kidney  and 
urological  diseases  to  complement  the  rapidly  expanding  arsenal  of  molecular 
and  cellular  techniques.  Some  valuable  approaches  that  have  been  identified 
for  modeling  other  human  diseases  are  beginning  to  be  applied  to  kidney 
problems,  e . g . , transgenic  mice  have  been  made  that  carry  various  growth 
factor  genes,  chimeric  mouse  kidneys  derived  from  two  species  have  been 
constructed  in  vivo  at  embryonic  stages,  and  in  vitro  culture  techniques  are 
being  used  that  involve  co-culture  of  two  or  more  kidney-derived  cell  lines. 
Development  of  additional  transgenic  animals  that  mimic  human  kidney  disorders 
would  be  valuable,  as  would  other  in  vivo  and  in  vitro  approaches  along  the 
lines  briefly  summarized  here. 

The  kidney  programs  of  this  division  have  a long  and  well-documented  history 
of  support  for  investigations  into  the  physiology  and  cell  biology  of  the 
kidney  ( e . g . , transport  systems)  and  kidney  morphogenesis  and  growth,  all  of 
which  support  this  natural  progression  into  the  molecular  arena  and  the  need 
for  complementary  model  systems  as  described  above. 
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> LARCH  GUALS  AND  SCOPE 


The  purpose  of  this  initiative  is  to  stimulate  research  into  the  molecular  and 
cellular  basis  of  kidney  diseases,  with  an  emphasis  on  approaches  using 
transgenic  animals,  chimeric  kidneys,  and  in  vitro  models.  To  that  end,  the 
following  are  some  of  the  objectives  of  this  solicitation  that  are  being 

encouraged : 

o Development  of  transgenic  mouse  lines  carrying  various  growth 

factor  genes.  Transgenic  mice  carrying  numbers  of  copies  of  the 
human  growth  hormone  gene  have  been  created  and  examined  with 
•p.-rt  bo  kidney  size  and  growth  parameters.  Development  of 
vansgenics  expressing  genes  for  other  growth  factors  that  affect 
Kidney  development  and  regeneration  is  encouraged. 

o Development  of  chimeric  kidneys  in  vivo,  beginning  at  the  embryonic 
stages  as  has  been  done  between  different  strains  of  mice,  might  be 
extended  to  other  rodent  species  that  serve  as  models  for  diseases 
such  as  polycystic  kidney  disease  (PKD).  The  role  of  different 
cell  types  in  normal  development  and  in  the  disease  process  can  be 
explored  by  using  cell  types  with  different  genetic  markers  from 
different  strains  or  species. 

o Development  of  new  kidney-derived  cell  lines  and  co-culture  of  cell 
lines  to  further  define  cellular  interactions  involved  in  disease 
processes  and  in  kidney  morphogenesis  and  regeneration. 

o Development  of  renal  epithelial  cell  lines  stably  transfected  with 
inducible  genes  involved  in  (a)  signal  transduction,  Cb)  growth  and 
development,  and  (c)  ion  channel  regulation. 

o Development  of  in  vitro  models  to  facilitate  studies  of  kidney  cell 
biology  and/or  interactions  between  the  kidney  and  the  immune 
system.  Examples  are  models  for  studying  (a)  polar  targeting  of 
membrane  proteins,  (b)  vesicular  trafficking  in  physiological  and 
pathophysiological  processes,  and/or  (c)  kidney  antigen  processing 
and  trafficking  in  cells  of  the  immune  system,  i.e.,  in  lymphocytes 
and  macrophages. 

The  above  are  examples  only  and  should  not  be  viewed  as  all  inclusive. 
MECHANISMS  OF  SUPPORT 

Support  for  this  program  will  be  through  the  grant-in-aid  and  will  be  governed 
by  the  current  policies  of  grant  programs  of  the  National  Institutes  of 
Health.  New  applications  may  be  submitted  for  the  traditional, 
investigator-initiated  research  project  grant  (R01)  and  First  Independent 
Research  Support  and  Transition  (FIRST)  Awards  (R29).  Under  these  mechanisms, 
the  applicants  will  plan,  direct,  and  conduct  the  research  programs.  The 
project  periods  during  which  the  research  will  be  conducted  should  adequately 
reflect  the  time  required  to  accomplish  the  stated  goals  and  be  consistent 
with  the  policy  for  grant  support.  Support  will  be  provided  for  up  to  5 years 
(renewable  for  subsequent  periods)  subject  to  the  availability  of  funds  and 
progress  achieved. 

Research  grant  applications  may  be  submitted  by  both  nonprofit  and 
profit-making  organizations  and  institutions,  state  and  local  governments  and 
their  agencies,  and  eligible  agencies  of  the  Federal  government. 

APPLICATION  AND  REVIEW  PROCEDURES 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of 
applications  for  most  discretionary  PHS  grant  programs.  Applications  in 
response  to  this  announcement  will  be  assigned  to  an  Initial  Review  Group 
(IRG)  in  accordance  with  established  PHS  Referral  Guidelines.  The  IRGs, 
consisting  primarily  of  non-federal  scientific  and  technical  experts,  will 
provide  the  peer  review  for  scientific  merit  of  the  proposed  research, 
potential  significance  of  the  research  findings,  adequacy  of  methodology, 
availability  of  necessary  facilities,  and  the  qualifications  of  the  research 
team.  A secondary  review  for  policy  and  program  relevance  to  the  research 
needs  and  mission  of  the  assigned  Institute  will  be  provided  by  its  Advisory 
Council . 

Applications  must  be  submitted  using  form  PHS  398  (rev.  10/88),  "Application 
for  Public  Health  Service  Grant,"  available  in  the  business  or  grants  office 
of  most  academic  or  research  institutions  and  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333 
Westbard  Avenue,  Westwood  Building,  Room  449,  Bethesda,  MD  20892.  In  order  to 
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••isurc-  proper  identification  of  the  application,  line  2 of  the  application 
form  must  state  "Kidney  Diseases  Program  Announcement,  PA-9 1-35"  and  check  the 
"YES"  box. 

The  first  receipt  date  for  applications  will  be  June  1,  1991,  that  will 
receive  IR6  review  in  October-November  1991  and  Advisory  Council  review  in 
January-February  1992.  The  earliest  requested  start  date  should  be  April  1, 
1992.  Thereafter,  the  regular  NIH  receipt  dates  for  grant,  applications  will 
pertains  October  1,  February  1,  and  June  1 of  each  year. 

The  original  and  six  copies  of  the  application  are  to  be  sent  to; 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Applicants  are  encouraged  to  contact  Dr.  Scherbenske  at  the  address  below 
prior  to  submitting  applications; 

M . James  Scherbenske,  Ph.D. 

Renal  Physiology/Cell  Biology  Program  Director 
DKUHD/NIDDK 

Westwood  Building,  Room  621 
Bethesda,  MD  20892 
Telephones  (301)  496-7458 
FAX;  (301  ) 496-9721 

For  fiscal  and  administrative  matters,  contact; 

Linda  Stecklein 

Grants  Management  Specialist 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  639 
Bethesda,  MD  20892 
Telephone;  (301)  496-7467 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.849,  Kidney,  Urologic,  and  Hematologic  Diseases  Research.  Awards  will  be 
made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section 
301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS 
grant  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74. 

This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


SMALL  GRANT  PROGRAM 

PA;  PA-91 -36 

P.T.  34;  K.W.  0715148,  0785055,  0755030,  0745027,  0745010,  0715020,  0710030 
National  Institute  of  Dental  Research 

Application  Receipt  Dates;  December  3,  April  3,  August  3 
PURPOSE 

The  Small  Grant  Program  of  the  National  Institute  of  Dental  Research  (NIDR) 
px'ov.ides  awards  of  up  to  $50,000  each  in  direct  costs  over  a two-year  period 
to  support  pilot  projects  conducted  by  new  and  minority  investigators,  and 
other  scientists,  who  would  benefit  from  assistance  to  position  themselves  to 
compete  successfully  for  research  project  grant  support.  The  grants  also  may 
be  used  to  support  high-risk  venture  research  and  other  small  projects  that  do 
not  lend  themselves  to  support  by  the  research  project  grant  mechanism. 

OBJECTIVES  AND  ELIGIBILITY 

The  NIDR  supports  research  on  the  causes,  epidemiology,  prevention,  diagnoses, 
and  treatment  of  dental  caries,  periodontal  and  soft  tissue  diseases, 
craniofacial  anomalies,  and  orofacial  pain.  This  includes  normal  and  abnormal 
craniofacial  development;  the  structure  and  function  of  the  teeth,  jaws,  oral 
mucosa,  bone,  connective  tissue,  salivary  glands,  and  other  organs  and  tissues 
of  the  craniofacial  complex;  trigeminal  neurobiology;  the  relationship  of 
behavioral,  social,  economic,  and  cultural  factors  to  oral  diseases  and 
conditions;  dental  biomaterials;  and  the  role  of  fluoride  and  nutrition  in 
oral  health  and  disease.  The  NIDR  emphasizes  the  need  for  research  on  older 
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Americans , minority  groups,  and  individuals  with  medical  and  handicapping 
conditions  or  who  are  otherwise  at  high  risk  for  oral  health  problems. 

The  primary  objective  of  the  NIDR  Small  Grant  Program  is  to  provide  career 
development  opportunities  for  new  and  minority  investigators  that  will  enable 
them  to  compete  successfully  for  research  support  as  independent 
investigators.  This  support  may  be  research  project  grants  (R01),  FIRST 
awards  (R29),  or  grants  from  other  governmental  agencies,  non-governmental 
foundations  or  other  organizations  in  the  private  sector. 

Small  Grants  will  permit  recipients  to  obtain  preliminary  data  from  which 
hypotheses  can  be  developed,  to  test  the  feasibility  of  an  approach  or 
experimental  design,  to  gain  experience  with  new  or  unfamiliar  methods,  to 
initiate  collaborative  studies,  and  to  demonstrate  research  competence.  These 
are  important  for  submitting  competitive  research  project  grant  applications, 
especially  for  first  time  applicants. 

Because  of  the  broadening  scope  of  oral  health  research,  this  award  may  be 
appropriate  for  experienced  investigators  planning  to  explore  new  areas  of 
research  and  for  investigators  working  on  topics  not  included  in  traditional 
dental  research. 

Other  objectives  of  the  Small  Grant  Program  are  to  encourage  venture  research 
with  high  risk  and  possibly  high  pay-off;  support  development  of  new 
techniques;  support  small  clinical  projects;  and  address  hypotheses  by 
analysis  of  existing  data. 

The  simplified  application  procedures,  the  reviewers’  awareness  of  the  special 
objectives  of  this  grant  mechanism  and  the  rapid  review  and  funding  process 
work  to  the  advantage  of  applicants. 

SPECIAL  TERMS  OF  THE  AWARD 

Applicants  may  request  up  to  $50,000  in  direct  costs  that  may  be  used  for  up 
to  a 24-month  period;  however,  no  more  than  $35,000  may  be  awarded  for  any  one 
year.  The  grant  is  not  renewable;  however,  grantees  are  encouraged  to  apply 
for  a research  project  grant  or  other  support  to  maintain  continuity  in  their 
studies . 

The  aims  of  the  proposed  project  must  be  distinctly  different  from  those  of 
pending  grant  applications  or  funded  research  projects.  The  request  may  not 
be  used  to  supplement  currently  supported  projects  or  to  provide  interim 
support  for  projects  under  review  by  the  Public  Health  Service. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  will  be  required  to  include  minorities  and  women  in  study  populations 
so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed 
on  the  need  for  inclusion  of  minorities  and  women  in  studies  of  diseases, 
disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is 
intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities 
are  excluded  or  inadequately  represented  in  clinical  research,  particularly  in 
proposed  population-based  studies,  a clear  compelling  rationale  should  be 
provided . 

The  composition  of  the  proposed  study  group  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A~D  of  the  Research  Plan 
and  summarized  in  Section  2,  E,  Human  Subjects.  Applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  the  NIH  recognizes  that  it  may 
not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  states  racial/ethnic  minority 
populations  (i.e..  Native  Americans,  Asian/Pacific  Islanders,  Blacks, 

Hispanics ) . 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
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strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  the  research  involving  foreign  population  groups  to  the 
United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  in  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  the  scientific  question(s) 
addressed  and  the  justification  for  the  selected  study  population  is 
inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in  the 
study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

REVIEW  AND  AWARD  PROCEDURES 


Applications  will  be  reviewed  for  scientific  merit  by  the  NIDR  Special  Grants 
Review  Committee.  Major  factors  to  be  considered  in  the  evaluation  of  an 
application  include:  its  significance,  originality,  feasibility  and 
experimental  design;  the  qualifications  of  the  investigator;  the  adequacy  of 
the  facilities;  the  appropriateness  of  the  budget;  if  clinical  studies  are 
proposed,  the  availability  and  appropriateness  of  study  populations  and  the 
utilization  of  minorities  and  women  as  study  subjects;  and  the  provisions  for 
the  protection  of  human  subjects  and  for  the  humane  treatment  of  animals. 

The  extent  to  which  applications  meet  the  objectives  of  the  Small  Grant 
Program,  as  outlined  above,  will  be  evaluated. 

Applications  will  receive  an  expedited  second  level  review  and  be  considered 
for  funding  on  an  accelerated  schedule. 

APPLICATION  PROCEDURES 


Investigators  are  urged  to  communicate  with  NIDR  staff  when  planning  to  submit 
an  application.  Advice  and  suggestions  by  staff  may  materially  assist 
applicants  to  ensure  that  the  objectives  and  format  are  acceptable . 


APPLICATION  REVIEW  COMMITTEE 
RECEIPT  DATE  MEETING 


SECONDARY  EARLIEST  POSSIBLE 

REVIEW  BEGIN  DATE 


December  3 
April  3 
August  3 


Feb/March 

June/July 

Oct/Nov 


May/June 

Oct/Nov 

Jan/Feb 


July  1 
December  1 
March  1 


Applications  must  be  prepared  on  form  PHS  398  (rev.  10/88)  and  is  available 
at  most  institutional  business  offices  and  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  Westwood  Building,  Room  449,  Bethesda, 
MD  20892,  telephone  (301)  496-7441. 


To  identify  the  application  as  a response  to  this  Program  Announcement,  check 
"YES"  on  Item  2 of  page  1 of  the  application  and  enter  the  PA  number  and  the 
title  "Small  Grant  Program." 

The  instructions  accompanying  form  PHS  398  must  be  followed  as  far  as  possible 
but  some  modifications  will  be  necessary.  The  entire  application  may  not 
exceed  25  pages  and  no  appendix  may  be  submitted . Do  not  include  reprints  or 
manuscripts.  Applications  not  conforming  with  this  instruction  will  be 
returned  to  the  applicant  without  review . 

On  page  1,  item  6 - the  maximum  project  period  is  two  years;  item  8 - the 
maximum  direct  costs  is  $50,000  and  the  total  costs  include  direct  plus 
indirect  costs . 
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Page  Four  - No  more  than  $35,000  may  be  requested  for  any  one  year,  with  a 
maximum  direct  cost  of  $50,000  for  the  two-year  project  period.  The  budget 
should  be  limited  to  the  following  categories:  personnel,  small  equipment, 
supplies,  and  travel.  Requests*  for  other  expenditures,  for  the  salary  of  the 
Principal  Investigator,  or  equipment  over  $1,000,  will  be  honored  only  in 
unusual  circumstances;  they  should  be  specifically  justified. 

The  original  and  four  copies  of  the  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda , MD  20892XX 

At  the  time  of  submission  two  copies  of  the  application  must  also  be  sent  to: 

Scientific  Review  Branch 
National  Institute  of  Dental  Research 
Westwood  Building,  Room  519 
Bethesda,  MD  20892-4500 

Requests  for  additional  information  must  be  addressed  to: 

Director,  Extramural  Program 
National  Institute  of  Dental  Research 
Westwood  Building,  Room  503 
Bethesda,  MD  20892-4500 
Telephone:  (301)  496-7723 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.122.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service 
Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and 
administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


3 1496  00469  1 
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ERRATA 


CORRECTION:  SUPERFUND  HAZARDOUS  SUBSTANCES  BASIC  RESEARCH  PROGRAM 

RFA : ES-91-02 

P.T.  34;  K.W.  1007003,  1007009,  1002016,  0760003,  0755020,  0710030 
National  Institute  of  Environmental  Health  Sciences 

This  Request  for  Applications  was  published  in  the  NIH  Guide  for  Grants  and 
Contracts  on  March  15,  1991,  Vol . 20,  No.  11,  and  contained  an  error  in  the 
MECHANISM  OF  SUPPORT  section.  The  anticipated  number  of  awards  was 
incorrectly  stated  at  40;  the  corrected  sentence  should  read:  "It  is 
anticipated  that  approximately  6-13  awards  will  be  made  contingent  upon  the 
availability  of  funds." 


XXTHE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 
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NOTICES 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS"  1 

National  Institutes  of  Health 
Food  and  Drug  Administration 
Index:  NATIONAL  INSTITUTES  OF  HEALTH 

FOOD  AND  DRUG  ADMINISTRATION 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


WOMEN'S  HEALTH  TRIAL:  FEASIBILITY  STUDY  IN  MINORITY  POPULATIONS  - 

CLINICAL  CENTERS  (RFP)  1 

National  Cancer  Institute 
Index:  CANCER 

WOMEN'S  HEALTH  TRIAL:  FEASIBILITY  STUDY  IN  MINORITY  POPULATIONS  - 

STATISTICAL  AND  NUTRITION  COORDINATING  CENTER  (RFP)  2 

National  Cancer  Institute 
Index:  CANCER 

NATIONAL  RESEARCH  SERVICE  AWARD  INSTITUTIONAL  TRAINING  GRANTS  IN 

MEDICAL  REHABILITATION  RESEARCH  (RFA  HD-91 -11)  3 

National  Institute  of  Child  Health  and  Human  Development 
Index:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

HUMAN  GENOME  PROGRAM  DEVELOPMENTAL  GRANTS  (RFA  HG-91-04)  3 

National  Center  for  Human  Genome  Research 
Index:  HUMAN  GENOME 


KAPOSI'S  SARCOMA:  CELL  CYCLE  STUDIES  OF  VASCULAR  CELLS  (RFA  HL-91-06-H)  ...  5 
National  Heart,  Lung,  and  Blood  Institute 
Index:  HEART,  LUNG,  BLOOD 


INTERSTITIAL  CYSTITIS  DATA  BASE:  CLINICAL  CENTERS  AND  DATA  COORDINATING 

CENTER  (RFA  DK-91-10)  6 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Index:  DIABETES,  DIGESTIVE  DISEASES,  KIDNEY  DISEASES 


ONGOING  PROGRAM  ANNOUNCEMENTS 


PSYCHOPATHOLOGY  AND  MENTAL  RETARDATION  (PA-91 -37)  8 

National  Institute  of  Mental  Health 
Index:  MENTAL  HEALTH 

CLINICAL  MENTAL  HEALTH  ACADEMIC  AWARD  (PA-91 -38)  9 

National  Institute  of  Mental  Health 
Index:  MENTAL  HEALTH 


NOTICES 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS" 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration 
(FDA)  are  continuing  to  sponsor  a series  of  workshops  on  the  responsibilities 
of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are 
open  to  everyone  with  an  interest  in  research  involving  human  subjects.  The 
meetings  should  be  of  special  interest  to  those  persons  currently  serving  or 
about  to  begin  serving  as  a member  of  an  IRB . Issues  discussed  at  these 
workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The 
current  schedule  includes  the  following: 

MIDWEST  WORKSHOP 

DATES:  April  11-12,  1991 

PLACE : 

Ramada  Inn,  Lakeshore 
4900  South  Lake  Shore  Drive 
Chicago,  IL  60615 

SPONSORS : :* 

University  of  Chicago 
970  East  58th  Street 
Chicago,  IL  60637 

Chicago  State  University 
95th  Street  at  King  Drive 
Chicago,  IL  60628 

REGISTRATION  CONTACT: 

Mr.  Arnold  L.  Aronoff 
Associate  Director 

Faculty  and  Administrative  Services 

University  Research  Administration 

University  of  Chicago 

970  East  58th  Street 

Chicago,  IL  60637 

Telephone:  (312)  702-8669 

TOPIC:  Cultural  Diversity,  Ethics,  and  Research:  A Workshop  on  Human  Subject 

Protection 

NIH/FDA  have  planned  workshops  on  human  subject  protections  in  other  parts  of 
the  United  States . For  further  information  regarding  these  workshops  contact : 

Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockville  Pike  (Bldg.  31,  Room  5B59) 

Bethesda,  MD  20892 
Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


WOMEN'S  HEALTH  TRIAL:  FEASIBILITY  STUDY  IN  MINORITY  POPULATIONS  - CLINICAL 

CENTERS 

RFP  AVAILABLE:  NCI -CN- 1 5344-20 

P.T.  34,  FF,  II;  K.W.  0755015,  0710095 

National  Cancer  Institute 

The  National  Cancer  Institute,  Division  of  Cancer  Prevention  and  Control,  is 
soliciting  proposals  to  establ ish  three  Clinical  Centers  for  the  Women ' s 
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Health  Trial:  Feasibility  Study  in  Minority  Populations.  This  dietary 
intervention  study  is  a randomized,  controlled  multicenter  trial  that  will 
enroll  a toral  of  2,250  post-menopausal  women.  One  of  the  Clinical  Centers 
shall  enroll  50  percent  or  greater  representation  of  Black  women,  one  shall 
enroll  50  percent  or  greater  representation  of  Hispanic  women,  and  one  shall 
enroll  women  as  they  are  represented  in  the  U.S.  population,  including  all 
minorities.  Women  representing  all  economic  levels  will  be  enrolled  at  each 
Clinical  Center.  The  main  focus  of  the  three-year  feasibility  study  is  to 
assess  the  ability  of  Black,  Hispanic,  and  low-income  populations  to  change 
their  current  eating  habits  to  a low-fat  eating  pattern  (20  percent  of 
calories  as  fat).  Responsibilities  of  each  Clinical  Center  include:  (a) 
enrollment  of  750  eligible  study  participants  over  an  18-month  period  and  the 
capability  to  enroll  an  additional  1,250  eligible  women;  (b)  implementation  of 
the  trial  protocol  for  baseline  and  follow-up  data  collection;  and  (c) 
delivery  of  the  standardized  nutrition  intervention  program  through  group 
counselling  and  instruction. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFP,  "Women's  Health  Trial: 
Feasibility  Study  in  Minority  Populations  - Clinical  Centers,"  is  related  to 
the  priority  area  of  nutrition.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

Date  of  issuance  of  the  RFP  will  be  approximately  April  5,  1991,  with  a 
closing  date  for  receipt  of  proposals  to  be  60  days  later.  The  National 
Cancer  Institute  plans  to  make  three  awards  from  this  solicitation. 

Copies  of  this  RFP  may  be  obtained  by  sending  a written  request  citing  the  RFP 
No.  NCI -CN -15344-20  to: 

Mr.  Charles  E.  Lerner,  Contract  Specialist 
National  Institutes  of  Health 
National  Cancer  Institute 
Research  Contracts  Branch,  PCCS 
Executive  Plaza  South,  Room  635 
Bethesda,  MD  20892 
Telephone:  (301)  496-8603 

No  collect  calls  will  be  accepted. 


WOMEN'S  HEALTH  TRIAL:  FEASIBILITY  STUDY  IN  MINORITY  POPULATIONS  - STATISTICAL 

AND  NUTRITION  COORDINATING  CENTER 

RFP  AVAILABLE:  NCI -CN- 1 5343-20 

P.T.  34,  FF,  II;  K.W.  0755015,  0710095,  0755018 
National  Cancer  Institute 

The  National  Cancer  Institute,  Division  of  Cancer  Prevention  and  Control,  is 
soliciting  proposals  to  establish  a Statistical  and  Nutrition  Coordinating 
Center  for  the  Women's  Health  Trial:  Feasibility  Study  in  Minority 
Populations.  This  dietary  intervention  study  is  a randomized,  controlled, 
multicenter  trial  that  will  enroll  2,250  post-menopausal  women  at  three 
clinical  centers.  The  Coordinating  Center  will  play  a central  role  in  the 
overall  coordination  of  the  trial,  data  management  and  analysis,  blood 
specimen  storage,  dietary  assessment  and  monitoring,  and  development  and 
coordination  of  the  nutrition  intervention  program. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFP,  "Women's  Health  Trial: 
Feasibility  Study  in  Minority  Populations  - Statistical  and  Nutrition 
Coordinating  Center,"  is  related  to  the  priority  area  of  nutrition.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

Date  of  issuance  of  the  RFP  was  March  15,  1991,  with  the  proposals  due  45  days 
later.  Copies  of  this  RFP  may  be  obtained  by  sending  a written  request  citing 
the  RFP  No.  NCI -CN- 1 5343-20  to: 
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Mr.  Charles  E.  Lerner,  Contract  Specialist 
National  Institutes  of  Health 
National  Cancer  Institute 
Research  Contracts  Branch,  PCCS 
Executive  Plaza  South,  Room  635 
Bethesda,  MD  20892 
Telephone:  (301)  496-8603 

No  collect  calls  will  be  accepted. 


NATIONAL  RESEARCH  SERVICE  AWARD  INSTITUTIONAL  TRAINING  GRANTS  IN  MEDICAL 

REHABILITATION  RESEARCH 

RFA  AVAILABLE:  HD-91 -11 

P.T.  44;  K.W.  0720005,  0745070,  0785180 

National  Institute  of  Child  Health  and  Human  Development 
Application  Receipt  Date:  June  17,  1991 

The  National  Center  for  Medical  Rehabilitation  Research  of  the  National 
Institute  of  Child  Health  and  Human  Development  is  implementing  an 
institutional  National  Research  Service  Award  (NRSA)  pre-  and  postdoctoral 
research  training  program  in  medical  rehabilitation  research. 

Applications  will  be  accepted  from  domestic,  nonprofit  public  and  private 
schools  of  medicine,  osteopathy,  and  accredited  medical  rehabilitation 
facilities  with  departments  of  physical  medicine  or  the  equivalent  thereof, 
with  this  training  program  based  in  that  department. 

This  is  a one-time  request  with  plans  to  make  five  or  six  awards  in  fiscal 
year  1991 . The  direct  cost  request  for  the  first  year  may  not  exceed 
$125,000.  The  initial  period  of  support  requested  may  be  five  years.  Funding 
beyond  that  time  period  will  be  subject  to  competitive  renewal. 

For  a detailed  copy  of  the  Request  for  Applications  (RFA),  specifying 
eligibility  and  the  characteristics  of  the  training  program,  applicants  must 
contact : 

David  B.  Gray,  Ph . D. 

Health  Scientist  Administrator 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North , Room  631 
Bethesda,  MD  20892 
Telephone:  (301)  496-1383 

For  fiscal  and  administrative  matters,  contact: 

Mr.  Don  C.  Clark 

Grants  Management  Officer 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  501 

6130  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-5001 


HUMAN  GENOME  PROGRAM  DEVELOPMENTAL  GRANTS 

RFA  AVAILABLE:  HG-91-04 

P.T.  44;  K.W.  1215018,  0790010,  0755045 

National  Center  for  Human  Genome  Research 

Letter  of  Intent  Receipt  Dates:  May  9,  1991;  September  14,  1991 
Application  Receipt  Dates:  July  9,  1991;  November  14,  1991 

The  National  Center  for  Human  Genome  Research  (NCHGR)  announces  the 
availability  of  developmental  grants  (P20)  to  provide  support  to  groups  of 
outstanding  investigators  who  wish  to  develop  interdisc ipl inary  research 
programs  on  genome  problems. 
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BACKGROUND 


The  National  Institutes  of  Health  is  currently  engaged  in  a research  program 
to  characterize  the  genomes  of  selected  model  organisms,  including  that  of  the 
human.  The  five-year  scientific  goals  for  the  NCHGR  research  program  include: 
expanding  the  human  genetic  map  to  a resolution  of  two  to  five  cent imorgans ; 
constructing  complete  physical  maps  of  the  DNA  of  certain  model  organisms  and 
the  human;  and  developing  new  technology  to  increase  the  efficiency  and 
accuracy  and  to  lower  the  cost  of  physical  mapping  and  DNA  sequencing. 

Attaining  these  goals  may  require  the  establishment  of  interdisciplinary 
collaborations  and/or  large  research  projects  that  are  usually  supported  by 
program  project  or  center  grants.  Planning  such  a project  requires 
considerable  effort  and  may  also  require  significant  funding.  To  encourage 
investigators  to  undertake  the  effort  of  planning  for  such  complex  projects 
and  acquiring  the  necessary  preliminary  data  and  key  biological  reagents,  the 
NCHGR  offers  non-renewable  developmental  grants  (P20)  of  limited  size  and 
duration . 

OBJECTIVES  OF  HUMAN  GENOME  PROGRAM  CHGP)  DEVELOPMENTAL  GRANTS 

The  primary  purpose  of  the  HGP  developmental  grant  will  be  to  provide  support 
for  a group  of  investigators  to  develop  interdisciplinary  collaborations  and 
strategies,  to  obtain  preliminary  results  that  demonstrate  feasibility,  and  to 
develop  a research  plan  addressing  a major  research  goal  of  the  Human  Genome 
Project  to  be  used  as  the  basis  for  an  application  for  an  HGP  program  project 
or  center  grant. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDIES 

NIH  policies  concerning  research  on  human  subjects  apply  to  this  program.  For 
projects  involving  clinical  research,  NIH  requires  applicants  to  give  special 
attention  to  the  inclusion  of  women  and  minorities  in  study  populations. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded  from  this  requirement.  However,  every 
effort  should  be  made  to  include  human  tissues  from  women  and  racial/ethnic 
minorities  when  it  is  important  to  apply  the  results  of  the  study  broadly,  and 
this  must  be  addressed  by  applicants. 

TERM  OF  SUPPORT 

HGP  developmental  grants  will  be  limited  to  $750,000  total  costs  per  year  for 
a maximum  of  three  years.  It  is  anticipated  that  up  to  five  developmental 
grants  will  be  awarded  depending  upon  the  quality  of  the  applications 
received.  Up  to  $3,750,000  may  be  awarded  as  HGP  Developmental  Grants.  The 
awards  are  not  renewable  and  supplements  are  not  usually  allowed. 

REVIEW  PROCEDURES 

There  will  be  two  receipt  dates  for  this  Request  for  Applications  (RFA) : July 
9,  1991  and  November  1*4,  1991.  Future  RFAs  for  HGP  developmental  grants  will 
be  published  if  there  is  a continuing  need  to  stimulate  interdisciplinary 
genome  research.  Applications  will  be  evaluated  for  scientific  merit  by  the 
Genome  Research  Review  Committee  and  will  receive  a second-level  review  by  the 
National  Advisory  Council  for  Human  Genome  Research. 

LETTER  OF  INTENT 

Applicants  are  strongly  urged  to  contact  the  individual  listed  below  by 
telephone  and  with  a letter  of  intent  (due  two  months  prior  to  the  receipt 
date),  to  indicate  that  they  plan  to  submit  an  application  for  an  HGP 
developmental  grant.  The  letter  should  include  the  name  of  the  Principal 
Investigator  and  key  co- invest igators  as  well  as  the  title  and  subject  of  the 
planned  research. 

INQUIRIES 

Before  preparing  an  application,  applicants  must  obtain  the  full  RFA  and 
instructions  for  HGP  Developmental  Grants  from: 

Jane  L.  Peterson,  Ph.D. 

Chief,  Research  Centers  Branch 

National  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  610 

Bethesda,  MD  20892 

Telephone:  (301)  *496-7531 
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For  information  regarding  NIH  grants  policy,  contact : 

Ms.  Alice  Thomas 

Grants  Management  Officer 

National  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  613 

Bethesda,  MD  20892 

Telephone:  (301)  402-0733 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.172.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service 
Act,  Sections  301  (Public  Law  78-410,  as  amended  by  42  U.S.C.  241)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  to  Health  System  Agency 
review . 


KAPOSI* S SARCOMA:  CELL  CYCLE  STUDIES  OF  VASCULAR  CELLS 

RFA  AVAILABLE:  HL-91-06-H 
P.T.  34;  K.W.  0715040,  0715035,  1002004 
National  Heart,  Lung,  and  Blood  Institute 
Application  Receipt  Date:  September  16,  1991 

The  Division  of  Heart  and  Vascular  Diseases,  National  Heart,  Lung,  and  Blood 
Institute  (NHLBI),  announces  the  availability  of  a Request  for  Applications 
(RFA)  on  the  above  subject.  Copies  of  the  RFA  are  available  from  staff  of  the 
NHLBI . Awards  will  be  made  to  foreign  institutions  only  for  research  of  very 
unusual  merit , need,  and  promise . 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  'Healthy  People  2000 ' , a PHS-led  national 
activity  for  setting  priority  areas . This  RFA  'Kaposi ' s Sarcoma : Cell  Cycle 
Studies  of  Vascular  Cells'  is  related  to  the  priority  area  of  HIV  infection. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  ( Full  Report : 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

This  special  program  will  support  research  into  the  basic  mechanisms  involved 
in  the  proliferative  patterns  of  vascular  cells  in  Kaposi ' s sarcoma  (KS)  . One 
goal  of  these  studies  is  to  acquire  knowledge  that  could  be  util ized  to 
develop  new  approaches  to  the  treatment  of  KS.  A second  and  more  general  goal 
is  to  acquire  knowledge  that  would  have  broad  appl ication  for  understanding 
the  aberrations  of  vascular  cell  proliferation  in  a variety  of  diseases  in 
which  capillary  cell  dysfunction  plays  a key  role. 

The  support  mechanism  for  this  program  will  be  the  traditional , individual 
research  project  grant  (R01 ) . Although  the  f inancial  plans  for  fiscal  year 
1992  include  $1,000,000  for  the  total  costs  of  this  program,  award  of  grants 
pursuant  to  this  RFA  is  contingent  upon  receipt  of  funds  for  this  purpose . It 
is  anticipated  that  up  to  five  grants  will  be  awarded  under  this  program . 

ELIGIBILITY 

All  domestic  public  and  private , for-profit  and  non-profit , institutions  or 
organizations  are  eligible  to  apply  in  response  to  this  RFA.  Awards  in 
connection  with  this  announcement  will  be  made  to  foreign  institutions  only 
for  research  of  very  unusual  merit , need , and  promise , and  in  accordance  with 
Public  Health  Service  policy  governing  such  awards. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies , a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

Upon  receipt , applications  will  be  reviewed  for  their  responsiveness  to  the 
objectives  of  this  RFA.  If  an  application  is  judged  unresponsive,  the 
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applicant  will  be  contacted  and  given  an  opportunity  to  withdraw  the 
application  or  to  have  it  considered  for  the  regular,  invest igator- initiated 
grant  program  of  the  NIH.  Applications  judged  to  be  responsive  will  be 
reviewed  for  scientific  and  technical  merit  by  an  initial  review  group,  which 
will  be  convened  by  the  Division  of  Extramural  Affairs,  NHLBI,  solely  to 
review  these  applications. 

Application  Procedure 

Send  or  deliver  the  completed  application  and  four  (4)  signed,  exact 
photocopies  to  the  following,  making  sure  that  the  original  application  with 
the  RFA  label  attached  is  on  top: 

Division  of  Research  Grants 
Westwood  Building,  Room  240 
National  Institutes  of  Health 
Bethesda , MD  20892** 

SEND  AN  ADDITIONAL  NINETEEN  (19)  COPIES  OF  THE  APPLICATION  TO: 

Dr.  Charles  Turbyfill 

Review  Branch/Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  553 
Bethesda,  MD  20892 

IT  IS  IMPORTANT  TO  SEND  THESE  NINETEEN  COPIES  AT  THE  SAME  TIME  AS  THE  ORIGINAL 
AND  FOUR  COPIES  ARE  SENT  TO  THE  DIVISION  OF  RESEARCH  GRANTS.  OTHERWISE  THE 
NHLBI  CANNOT  GUARANTEE  THAT  THE  APPLICATION  WILL  BE  REVIEWED  IN  COMPETITION 
FOR  THIS  RFA. 

Applications  must  be  received  by  September  16,  1991.  An  application  not 
received  by  this  date  will  be  considered  ineligible. 

Requests  for  copies  of  the  RFA  should  be  addressed  to: 

Constance  Weinstein,  Ph.D. 

Chief,  CDB , DHVD 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  3C06 

Bethesda,  MD  20892 

Telephone:  (301)  496-1081 

FAX:  (301)  480-6282 

For  fiscal  and  administrative  matters,  contact: 

Linda  Shaw 

Grants  Operation  Branch 

National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  4A11-D 
Bethesda,  MD  20892 
Telephone:  (301)  496-7536 


INTERSTITIAL  CYSTITIS  DATA  BASE:  CLINICAL  CENTERS  AND  DATA  COORDINATING 

CENTER 

RFA  AVAILABLE:  DK-91-10 

P.T.  34;  K.W.  0755018,  0785220,  0413001,  0780005 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Application  Receipt  Date:  June  14,  1991 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Disease  (NIDDK) 
through  the  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD) 
invites  cooperative  agreement  applications  to  establish  Clinical  Centers  and  a 
Data  Coordinating  Center  directed  at  determining  the  natural  history  of 
interstitial  cystitis  (IC). 

BACKGROUND 

Interstitial  cystitis  is  a chronic , painful , and  variably  incapac it at ing 
disorder  that  manifests  a symptom  complex  consisting  of  pain  in  the  region  of 
the  urinary  bladder  and  associated  pelvic  musculature,  and  variable  motor  and 
sensory  dysfunctions  of  the  urinary  bladder.  It  affects  a significant 
percentage  of  the  adult  population,  predominately  women.  Although  the  symptom 
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complex  was  described  nearly  a century  ago,  there  has  been  little  research 
into  this  disorder  until  recently,  and  the  existing  data  contain  many 
conflicting  and  incongruous  findings.  The  factors  that  have  inhibited 
advances  in  the  understanding  of  this  disorder  include:  the  lack  of  specific 
diagnostic  criteria , the  lack  of  specific  tissue  changes  at  the  histological 
level,  and  the  unpredictable  and  variable  remission  and  recrudescence  of 
symptoms . 

OBJECTIVES  AND  SCOPE 

The  purpose  of  this  Request  for  Applications  (RFA)  is  to  establish  three 
Clinical  Centers  and  one  Data  Coordinating  Center  to  study  the  natural  history 
of  IC . The  Clinical  Centers  will  recruit  and  follow  patients  with  IC  and 
collect  demographic,  symptom  information,  and  patient  specimens,  including 
bladder  biopsy  material,  in  a standardized  manner.  The  Data  Coordinating 
Center  will  collect , store , and  analyze  data  and  specimens  that  are  obtained . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies , a specific  just if icat ion  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  cooperative  agreement, 
which  is  similar  to  the  traditional  NIH  research  grant . It  differs  from  a 
research  grant  in  the  extent  and  nature  of  NIH  staff  involvement. 

As  a result  of  this  announcement , it  is  anticipated  that  four  awards  (three 
Clinical  Centers  and  one  Data  Coordinating  Center)  will  be  made  under  this 
RFA,  at  a funding  level  of  approximately  $200,000  - $250,000  in  total  costs 
for  the  Data  Coord inat ing  Center  and  approximately  $125,000  in  total  costs  for 
each  Clinical  Center . However,  the  funding  of  such  applications  is  contingent 
on  the  actual  availability  of  funds  and  the  receipt  of  applications  of 
sufficient  scientific  merit . Support  for  successful  applications  will  begin 
on  September  30 , 1991;  total  support  for  the  project  will  be  for  approximately 
5 years . The  current  policies  and  requirements  that  govern  the  review, 
funding,  and  performance  of  cooperative  agreement  programs  of  the  NIH  will 
prevail . Additional  requirements  for  performance  in  this  program  are  also  set 
forth  by  NIDDK  and  are  outlined  in  the  full  RFA. 

APPLICATIONS  AND  REVIEW  PROCEDURES 

Applications  will  be  reviewed  initially  by  the  Division  of  Research  Grants 
(DRG)  for  completeness  and  will  be  assigned  to  a special  NIDDK  review  group. 
Evaluation  for  responsiveness  to  the  RFA  is  an  NIDDK  program  staff 
responsibility.  Applications  that  are  jundged  non-responsive  will  be  returned 
to  the  applicant . Those  appl icat ions  judged  to  be  both  responsive  and 
competitive  will  be  evaluated  for  scientific/technical  merit  by  an  appropriate 
initial  review  group  convened  by  the  NIDDK  Review  Branch . The  second  level  of 
review  by  the  National  Diabetes,  Digestive  and  Kidney  Disease  Advisory  Council 
will  make  recommendations  regarding  funding. 

METHOD  OF  APPLYING 

Applications  must  be  submitted  on  form  PHS  398  (revised  10/88)  available  in 
the  business  or  research  grant  offices  of  most  academic  or  research 
institutions,  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants , Room  949 , Westwood  Building,  5333  Westbard  Avenue , National  Institutes 
of  Health,  Bethesda,  Maryland  20892.  Applications  will  be  accepted  until 
close  of  business  on  June  14,  1991.  No  extensions  will  be  granted  on  the 
application  deadline. 
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INQUIRIES 

Copies  of  the  full  RFA  may  be  obtained  from: 

John  W.  Kusek,  Ph . D . 

Director,  Clinical  Trials  Program 

Division  of  Kidney,  Urologic  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  621 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  996-7133 

For  fiscal  and  administrative  matters,  contact: 

Thomas  Turley 

Grants  Management  Office 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  653B 
Bethesda,  MD  20892 
Telephone:  (301)  996-7967 


ONGOING  PROGRAM  ANNOUNCEMENTS 


PSYCHOPATHOLOGY  AND  MENTAL  RETARDATION 

PA:  PA-91-37 

P.T.  39;  K.W.  0710105,  0715130,  0715095,  0795020,  0915001 
National  Institute  of  Mental  Health 

The  National  Institute  of  Mental  Health  (NIMH)  announces  support  of  research 
to  elucidate  the  epidemiology,  etiology,  treatment,  and  prevention  of 
behavioral  and  emotional  mental  disorders  in  persons  of  any  age  with  mental 
retardation.  Of  special  interest  is  basic  research  into  the  pathogenesis  of 
emotional  disorders  among  individuals  with  mental  retardation  and  studies  of 
those  emotional  disorders  that  appear  to  be  et iologically  related  to  mental 
retardation.  In  addition,  NIMH  encourages  clinical  and  applied  investigations 
that  lead  to  the  development  of  diagnostic  research  methodology  and 
instrumentation,  treatment,  and  intervention  strategies.  Research 
methodologies  may  range  from  laboratory  experimental  studies  to  observational 
field  studies. 

Applications  may  be  submitted  by  any  public  or  nonprofit  institution  such  as  a 
university,  college,  hospital,  or  community  agency,  units  of  State  and  local 
government,  and  authorized  units  of  the  Federal  government,  and  for-profit 
institutions  and  entities.  Women  and  minorities  are  encouraged  to  apply. 

Applicants  must  give  special  attention  to  the  inclusion  of  minorities  and 
women  in  study  populations  for  research.  The  lack  of  appropriate  attention  to 
these  issues  on  the  part  of  the  applicant  will  be  seen  as  weakening  the 
application.  If  women  and  minorities  are  not  included  in  a given  study,  a 
clear  rationale  for  their  exclusion  must  be  provided. 

Support  mechanisms  for  this  program  include  the  individual  research  project 
grant  (R01),  the  First  Independent  Research  and  Transition  (FIRST)  award 
(R29),  program  projects  (P01),  small  grants  (R03),  and  appropriate  research 
training  mechanisms.  Criteria  for  these  various  mechanisms  should  be 
requested  from  the  contact  listed  below. 

Support  may  be  requested  for  a period  of  up  to  5 years.  Annual  awards  will  be 
made  subject  to  continued  availability  of  funds.  For  fiscal  year  1991,  it  is 
estimated  that  approximately  $500,000  will  be  available  for  this  purpose. 
Applications  will  be  accepted  on  the  regular  receipt  dates  and  assigned  by  the 
standing  referral  guidelines. 
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For  further  information,  prospective  applicants  should  contact: 


Eleanor  Dibble,  DSW 

Child  and  Adolescent  Disorders  Branch 
Division  of  Clinical  Research 
National  Institute  of  Mental  Health 
Parklawn  Building,  Room  10-1  OH 
5600  Fishers  Lane 
Rockville,  MD  10857 
Telephone:  (301)  443-5944 

For  fiscal  and  administrative  matters,  contact: 

Diana  S.  Trunnell 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane 

Parklawn  Building,  Room  7C15 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 


CLINICAL  MENTAL  HEALTH  ACADEMIC  AWARD 

PA:  PA-91-38 

P.T.  34;  K.W.  0715095,  0715129,  0715177,  0414004 
National  Institute  of  Mental  Health 

The  National  Institute  of  Mental  Health  (NIMH)  announces  the  Clinical  Mental 
Health  Academic  Award  to  assist  in  the  development  of  academic  scholars 
oriented  toward  clinical  research  in  the  areas  designated  as  high  priority  by 
NIMH:  disorders  of  children  and  adolescents,  geriatric  mental  health,  and 

schizophrenia.  A secondary  purpose  is  to  assist  in  the  development  of  a 
greater  number  of  departments/inst itut ions  with  a strong  academic  and  research 
base  in  these  high  priority  areas . Upon  completion  of  the  award,  the  nominee 
is  expected  to  function  as  a researcher , as  a resource  person  to  help  foster 
development  of  other  researchers , and  as  a teacher  to  introduce  new  research 
f indings  in  the  academic  setting . 

Eligible  institutions  are  limited  to  accredited  U.S.  colleges  and  universities 
offering  post -baccalaureate  degrees . Nominees  must  be  U.S.  citizens  or  must 
have  been  lawfully  admitted  to  the  United  States  for  permanent  residence . 

Women  and  members  of  minority  groups  are  encouraged  to  apply . Appl icat ions 
for  this  award  are  required  to  include  both  women  and  minorities  in  study 
populations  for  clinical  research,  unless  compelling  scientific  or  other 
justification  for  not  including  them  is  provided. 

The  Clinical  Mental  Health  Academic  Award  is  limited  to  a period  of  5 years . 
Candidates  may  request  up  to  $25 ,000  each  year  of  the  award . In  Fiscal  Year 
1 990 , approximately  $2,000,000  was  allocated  to  this  program . NIMH 
anticipates  awarding  as  many  as  1 0 new  awards  per  year,  but  applications 
submitted  in  response  to  this  announcement  will  compete  with  others  assigned 
to  NIMH  for  funding. 

Potential  applicants  seeking  further  information  should  direct  inquiries  to: 
Leonard  Lash,  Ph.D. 

Associate  Director  for  Research  Training  and  Research  Resources 
Room  10-99 

Telephone:  (301)  443-3264 

Peter  S.  Jensen,  M.D. 

Chief,  Child  and  Adolescent  Disorders  Research  Branch 
Room  10-104 

Telephone:  (301)  443-5944 

Enid  Light,  Ph.D. 

Head,  Research  Resources 

Mental  Disorders  of  the  Aging  Research  Branch 
Room  7-103 

Telephone:  (301)  443-1185 

David  Shore,  M.D. 

Acting  Chief,  Schizophrenia  Research  Branch 
Room  10C-06 

Telephone:  (301)  443-3524 
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The  mailing  address  for  all  of  the  above  is: 


Division  of  Clinical  Research 
National  Institute  of  Mental  Health 
5600  Fishers  Lane 
Rockville,  MD  20857 

For  fiscal  and  administrative  matters,  contact: 

Diana  S.  Trunnell 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane 

Parklawn  Building,  Room  7C15 

Rockville,  MD  20857 

Telephone:  (301)  443-3065 


3 1496  00470  6688 
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NOTICES 


HUMAN  LIVER  CELL  CULTURE  FACILTY 

P.T.  34;  K.W.  0780005,  0780015 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
announces  the  establishment  of  a Human  Liver  Cell  Culture  Facility  for  the 
purpose  of  making  human  hepatocytes  more  widely  accessible  to  researchers. 

NIDDK  supports  the  acquisition  of  excess  normal  human  livers  from  organ 
transplant  donors  and  the  isolation  and  culture  of  hepatocytes  from  these 
tissues.  Human  liver  cells  in  high  yield  are  being  routinely  prepared. 

Quality  control  data  on  initial  viability,  survival  in  culture,  selected  liver 
specific  functions,  and  donor  information  (e.g.,  age,  sex,  race,  and  cause  of 
death)  are  available. 

The  human  liver  cells  can  be  used  in  the  Facility  by  a visiting  investigator 
who  is  resident  at  the  laboratory  or  who  comes  only  when  cells  are  available. 
In  addition,  hepatocytes  can  be  shipped  as  attached  monolayer  cultures  within 
24  hours  of  isolation  to  an  investigator’s  laboratory.  Selected  experiments 
with  human  hepatocytes  can  be  conducted  for  researchers  by  Facility  personnel, 
when  time  permits,  but  the  costs  of  these  special  assays  are  not  covered  by 
the  NIDDK  support  and  must  be  reimbursed.  Facility  personnel  are  also 
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available  to  train  investigators  in  the  preparation  and  handling  of  human 
hepatocytes . 

All  United  States  researchers  are  eligible  to  obtain  human  hepatocytes. 
However,  those  whose  studies  can  provide  additional  characterizations  of  the 
cells  or  contribute  to  the  further  development  of  this  resource  are  especially 
encouraged.  Research  requests  are  reviewed  and  prioritized  by  an  advisory 
committee.  To  obtain  a proposal  form  or  additional  information  about  the 
Facility  contact: 

Dr.  Carol  E.  Green 
SRI  International 
333  Ravenswood  Avenue 
Menlo  Park,  CA  94025 
Telephone:  (415)  859-4083 

FAX:  (415)  859-3342 


NATIONAL  WORKSHOPS  ON  "PROTECTION  OF  HUMAN  SUBJECTS" 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration 
(FDA)  are  continuing  to  sponsor  a series  of  workshops  on  the  responsibilities 
of  researchers,  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are 
open  to  everyone  with  an  interest  in  research  involving  human  subjects.  The 
meetings  should  be  of  special  interest  to  those  persons  currently  serving  or 
about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these 
workshops  are  relevant  to  all  other  Public  Health  Service  agencies.  The 
current  schedule  includes  the  following: 

MIDWEST  WORKSHOP 

DATES:  April  11-12,  1991 

PLACE : 

Ramada  Inn,  Lakeshore 
4900  South  Lake  Shore  Drive 
Chicago,  IL  60615 

SPONSORS: 

University  of  Chicago 
970  East  58th  Street 
Chicago,  IL  60637 

Chicago  State  University 
95th  Street  at  King  Drive 
Chicago,  IL  60628 

REGISTRATION  CONTACT: 

Mr.  Arnold  L.  Aronoff 
Associate  Director 

Faculty  and  Administrative  Services 

University  Research  Administration 

University  of  Chicago 

970  East  58th  Street 

Chicago,  IL  60637 

Telephone:  (312)  702-8669 

TOPIC:  Cultural  Diversity,  Ethics,  and  Research:  A Workshop  on  Human  Subject 

Protect  ion 

NIH/FDA  have  planned  workshops  on  human  subject  protections  in  other  parts  of 
the  United  States.  For  further  information  regarding  these  workshops  contact: 

Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockville  Pike  (Bldg.  31,  Room  5B59) 

Bethesda,  MD  20892 
Telephone:  (301)  496-8101 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


PROGRESSION  OF  JUVENILE  PERIODONTITIS  IN  THE  U.S.A.  AND  ASSOCIATED  RISK 

MARKERS 

RFP  AVAILABLE:  NIH-NIDR-2-9 1 -7R 

P.T.  34;  K.W.  0715148,  1002027,  0765035,  0413001 

National  Institute  of  Dental  Research 

The  National  Institute  of  Dental  Research  (NIDR)  has  a requirement  for  a 
three-year,  follow-up  study  of  the  NIDR  Survey  of  Oral  Health  of  United  States 
Children  that  was  carried  out  in  1986-1987.  The  analysis  of  data  from  the 
survey  identified  a number  of  individuals  with  juvenile  periodontitis.  The 
objectives  of  this  proposed  project  are:  (1)  to  assess  the  progression  of 

periodontal  destruction  among  the  cases  of  juvenile  periodontitis,  (2)  to 
characterize  the  microbial  ecology  of  the  subgingival  plaque,  (3)  to  describe 
periodontal  destruction  and  the  presence  of  biologic  and  non-biologic  putative 
risk  markers  among  the  probands'  similar  aged  siblings,  and  (4)  to  compare  the 
presence  and  concentration  of  selected  putative  pathogens,  host -res istance 
factors,  and  non-biologic  factors  among  individuals  with  juvenile 
periodontitis  to  individuals  without  the  disease,  controlling  for  demographic 
or  other  confounding  variables. 

This  is  an  announcement  for  an  anticipated  Request  for  Proposals  (RFP).  RFP 
No.  NIH-NIDR-2-9 1 -7R  will  be  available  approximately  April  19,  1991,  with  a 

tentative  closing  date  for  proposals  set  for  June  3,  1991.  Requests  for  the 

RFP  must  be  submitted  in  writing  to: 

Marion  L.  Blevins 
Contract  Management  Section 
National  Institute  of  Dental  Research 
National  Institutes  of  Health 
Westwood  Building,  Room  521 
Bethesda,  MD  20892 


ORAL  IRON  CHELATOR  TOXICITY  IN  ANIMALS 

RFP  AVAILABLE:  NIH-NIDDK-9 1 -5 

P.T.  34;  K.W.  1007009,  0715032,  0740020 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

The  National  Institute  of  Diabetes,  and  Digestive  and  Kidney  Diseases  (NIDDK), 
Division  of  Kidney,  Urologic,  and  Hematologic  Diseases,  is  seeking  to  procure 
the  preclinical  toxicologic  evaluation  of  selected  oral  iron  chelating 
compounds  for  use  in  the  safe  and  effective  removal  of  iron  deposits  in 
patients  with  iron  overload  condition  (e.g.,  Cooley’s  Anemia  and  orphan 
diseases).  A clinical  evaluation  is  not  desired  at  this  time.  The  contractor 
shall  conduct  toxicologic  and  related  studies  of  selected  iron  chelating 
compounds  in  rats,  dogs,  and  other  animals,  as  directed  by  the  Government,  and 
shall  provide  resulting  toxicologic  information  to  the  NIDDK  for  use  in 
preparing  submissions  to  the  Food  and  Drug  Administration  for  approval  of 
eventual  clinical  studies.  The  drugs  under  development  are  considered  to  be 
orphan  drugs.  This  Request  for  Proposals  (RFP)  NIH-NIDDK-9 1 -5 , will  be  issued 
on  or  about  April  1 1 , 1991 , with  a closing  date  set  for  May  29,  1991 . The 

NIDDK  expects  to  award  one  contract  from  this  solicitation. 

To  receive  a copy  of  this  RFP,  please  supply  this  office  with  two 
self-addressed  mailing  labels  and  cite  the  RFP  number  referenced  above. 
Requests  must  be  in  writing  and  addressed  to: 


Mrs.  Linda  Cameron 
Contract  Specialist 
Contracts  Management  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

National  Institutes  of  Health 

Westwood  Building,  Room  602 

5333  Westbard  Avenue 

Bethesda,  MD  20892 
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Telephone  requests  will  not  be  honored.  This  advertisement  does  not  commit 
the  Government  to  make  an  award . 


CELL  LINES  FOR  HYPERTENSION  RESEARCH 

RFA  AVAILABLE:  HL-91-05-H 

P.T.  34;  K.W.  0715115,  0780015,  1002004,  1002008 
National  Heart,  Lung,  and  Blood  Institute 
Application  Receipt  Date:  September  6,  1991 

The  Division  of  Heart  and  Vascular  Diseases,  National  Heart,  Lung,  and  Blood 
Institute  (NHLBI),  announces  the  availability  of  a Request  for  Applications 
(RFA)  on  the  above  subject.  The  purpose  of  this  RFA  is  to  encourage  research, 
using  both  the  conventional  and  molecular  approaches,  to  develop  and 
characterize  primary  or  immortalized  cell  lines  applicable  to  the  study  of 
hypertension.  Particular  emphasis  is  placed  on  maintenance  of  the  phenotype 
of  cells  derived  from  adrenal,  renal,  endothelial,  and  other  vascular  cell 
types.  Specific  phenotypes  include  hormone  production  and/or  reponsiveness , 
transport  functions,  expression  of  key  structural  genes,  or  other  properties 
relevant  to  the  study  of  blood  pressure. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  Healthy  People  2000,  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  "Cell  Lines  for  Hypertension 
Research",  is  related  to  the  priority  area  of  Heart  Disease  and  Stroke. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  traditional,  individual 
research  grant.  Although  approximately  $1.25  million  in  total  costs  for  this 
program  is  included  in  the  financial  plans  for  fiscal  year  1992,  award  of 
grants  pursuant  to  this  RFA  is  contingent  upon  receipt  of  funds  for  this 
purpose.  It  is  anticipated  that  5 grants  will  be  awarded  under  this  program. 
The  specific  number  to  be  funded,  however,  will  depend  on  the  merit  and  scope 
of  the  applications  received  and  the  availability  of  funds. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

Inquiries  regarding  this  program  and  requests  for  the  complete  RFA  document 
should  be  addressed  to: 

Michael  C.  Lin,  Ph . D 

Hypertension  and  Kidney  Diseases  Branch 
Division  of  Heart  and  Vascular  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  4C10 
National  Institutes  of  Health 
Bethesda,  MD  20892 
Telephone:  (301)  496-1857 

Fax:  (301)  496-9882 

For  fiscal  and  administrat ive  matters , contact : 

Jane  R.  Davis 

Grants  Operations  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A15C 

Bethesda,  MD  20892 

Telephone:  (301)  496-7255 
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STUDIES  OF  TESTING  AND  COUNSELING  FOR  CYSTIC  FIBROSIS  MUTATIONS 


RFA  AVAILABLE:  HG-91-01 

P.T.  34;  K.W.  1002019,  1002028,  0404021,  0414014 

National  Center  for  Human  Genome  Research 
National  Center  for  Nursing  Research 

National  Institute  of  Child  Health  and  Human  Development 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  May  1,  1991 

Application  Receipt  Date:  June  7,  1991 

The  National  Center  for  Human  Genome  Research,  the  National  Center  for  Nursing 
Research,  the  National  Institute  of  Child  Health  and  Human  Development,  and 
the  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  invite 
applications  for  assistance  awards  for  studies  of  the  clinical  delivery  of 
educational  and  counsel ing  services  for  individuals  and  families  related  to 
DNA-based  testing  for  the  genetic  mutations  that  cause  cystic  fibrosis. 

BACKGROUND 

Given  the  pace  of  advances  in  human  genetics,  there  is  a special  need  for 
clinical  studies  that  use  cystic  fibrosis  (CF)  carrier  testing  to  develop 
generic  models  for  the  long-range  integration  of  genetic  services  into  health 
care.  CF  is  one  of  the  most  common  autosomal  recessive  disorders,  with  a 
carrier  frequency  of  about  1 in  25  among  United  States  citizens  of  European 
ancestry.  An  increasing  range  of  mutations  responsible  for  the  disease  are 
now  being  identified,  making  it  possible  to  detect  a high  percentage  of  those 
at  risk  of  having  children  with  CF.  The  purpose  of  such  CF  carrier  testing 
would  be  to  better  inform  interested  people  of  their  reproductive  health 
risks.  However,  evaluations  of  alternative  approaches  to  genetic  education, 
testing,  and  counseling  are  needed  in  order  to  establish  the  professional 
practices  that  should  govern  the  provision  of  DNA-based  testing  for  CF  carrier 
status.  Recent  experience  with  the  widespread  introduction  of  other  genetic 
tests  suggests  the  value  of  such  studies  in  helping  to  establish  practices 
that  would  improve  professional  interpretation  and  patient  understanding  of  CF 
testing  and  test  results. 

RESEARCH  GOALS 

The  purpose  of  this  Request  for  Applications  (RFA)  is  to  solicit  research 
projects  that  identify  clinical  practices  that  best  increase  patient 
understanding  of  disease-gene  carrier  testing  and  test  results,  and  best 
protect  individuals  and  families  from  test-related  psychological  harm, 
stigmatization,  and  discrimination.  Research  questions  that  are  appropriately 
addressed  in  applications  responding  to  this  RFA  could  include,  but  are  not 
1 imited  to  : 

o What  are  the  levels  of  understanding  of  and  interest  in  CF  carrier 
testing  among  different  populations? 

o What  are  the  optimum  forms  and  levels  of  pre-test  education  for 
different  populations? 

o What  post-test  counseling  strategies  are  most  effective  in  terms  of 
the  understanding  and  psychological  health  of  individuals  and 
families? 

o What  are  the  optimum  settings  for  providing  CF  carrier  testing 
services? 

o What  record-keeping  and  reporting  policies  best  protect  against 
breaches  of  confidentiality,  stigmatization,  and  discrimination? 

o What  are  the  accuracy  and  cost  effectiveness  of  various  types  of 
tests? 

Applications  responding  to  this  RFA  need  not  attempt  to  address  all  of  these 
research  questions.  For  all  approaches  assessed,  however,  questions  of 
relative  effectiveness,  relative  costs,  and  relative  ability  to  meet  the 
demand  for  services  need  to  be  evaluated. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 
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For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

The  RFA  is  a one-time  solicitation  for  applications  for  research  project 
grants  CR01).  The  award  period  will  be  for  up  to  three  years  and  is 
renewable.  It  is  anticipated  that  $1  million  will  be  available  during  fiscal 
year  1991  for  approximately  five  studies,  although  the  number  of  awards  is 
contingent  upon  the  quality,  scope,  and  cost  of  the  applications  received  and 
the  actual  availability  of  appropriated  funds. 

REVIEW  PROCEDURES  AND  AWARD  CRITERIA 

Applications  submitted  in  response  to  this  RFA  will  be  reviewed  in  accordance 
with  the  usual  NIH  peer  review  procedures.  The  applications  will  be  reviewed 
for  scientific  merit  by  an  initial  review  group  (IRG)  organized  for  this 
purpose  by  the  Office  of  Scientific  Review,  National  Center  for  Human  Genome 
Research.  A second-level  review  will  be  conducted  by  the  appropriate  national 
advisory  council.  Funding  decisions  will  be  based  on  the  recommendations  of 
the  IRG  and  the  advisory  council  regarding  the  scientific  merit  and  program 
relevance  of  the  proposed  research. 

In  order  to  make  reliable  comparisons  possible  between  studies,  it  is 
desirable  that  the  research  teams  eventually  supported  under  this  RFA  work 
together  to  coordinate  their  efforts.  To  facilitate  such  coordination, 
grantee  workshops  will  be  arranged  after  awards  have  been  made.  The 
willingness  of  applicants  to  participate  in  such  planning  and  their  ability  to 
contribute  uniquely  to  the  mix  of  studies  will  be  considered  before  an  award 
is  made . 

FULL  RFA  AND  LETTER  OF  INTENT 

Prospective  applicants  should  request  and  review  a copy  of  the  full  RFA  from 
the  program  staff,  and  then  submit  a letter  of  intent  by  May  1,  1991.  This 

letter  should  identify  the  key  personnel  and  include  a descriptive  title  of 
the  proposed  research.  The  letter  of  intent  is  requested  in  order  to  provide 
an  indication  of  the  number  and  scope  of  applications  to  be  reviewed.  The 
letter  of  intent  does  not  commit  the  sender  to  submit  an  application,  nor  is 
it  a requirement  for  submission  of  an  application.  Please  send  letters  of 
intent  and  requests  for  the  full  RFA  or  additional  information  to: 

Eric  T.  Juengst,  Ph . D . 

Program  Director 

Ethical,  Legal  and  Social  Implications  Program 

National  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  612 

Bethesda,  MD  20892 

Telephone:  (301)  496-7531 

E-mail:  ejs3cu.NIH.GOV 

For  information  about  PHS  Grants  Policy,  applicants  may  contact: 

Ms.  Alice  Thomas 

Chief,  Grants  and  Contracts  Management 

National  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  613 

Bethesda,  MD  20892 

Telephone:  (301)  402-0733 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance 
93.865,  Research  for  Mothers  and  Children.  Awards  will  be  made  under  the 
authority  of  the  Public  Health  Service  Act,  Section  301  and  title  4 (Public 
Law  78-410,  as  amended  42  U.S.C.  241  and  284)  and  administered  under  PHS 
grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74. 

This  program  is  not  subject  to  the  intergovernmental  review  requirement  of 
Executive  Order  12372  or  to  Health  Systems  Agency  review. 
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INSTITUTIONAL  CLINICAL  TRAINING  GRANTS:  PROFESSIONAL  TRAINING  FOR 

RACIAL/ ETHNIC  MINORITY  AND  DISADVANTAGED  STUDENTS 


RFA  AVAILABLE:  MH-91-09 

P.T.  44,  FF;  K.W.  0720005,  0715095,  0715129,  0414000,  0414004,  0785185 
National  Institute  of  Mental  Health 
Application  Receipt  Date:  June  12,  1991 
INTRODUCTION 

Racial  and  ethnic  minorities  are  soon  expected  to  become  one-quarter  of  the 
United  States  population.  Projections  are  that  the  need  for  mental  health 
services  will  rise  proportionately,  particularly  in  the  public  sector  where 
most  minority  persons  are  served.  There  is  also  increasing  evidence  that  when 
minority  persons  require  mental  health  services  they  most  often  seek  mental 
health  professionals  of  a race  or  ethnicity  similar  to  their  own  or  choose 
settings  staffed  by  mental  health  professionals  who  demonstrate  responsiveness 
to  their  needs.  Currently,  minorities  represent  less  than  10  percent  of 
mental  health  professionals.  The  need  to  increase  the  numbers  of  racial  and 
ethnic  minority  mental  health  professionals  is  clear  so  that  they  may  serve 
not  only  their  own  communities  but  also  contribute  to  improving  the  overall 
quality  of  the  mental  health  system  by  promoting  its  responsiveness  to  the 
unique  needs  of  culturally  diverse  groups. 

The  Public  Health  Service  ( PHS ) is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  "Institutional  Clinical 
Training  Grants:  Professional  Training  for  Racial/Ethnic  Minority  and 
Disadvantaged  Students,"  is  related  to  the  priority  area  of  mental  health  and 
disorders.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 

Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238 ) . 

PURPOSE 

This  program  is  designed  to  support  recruitment  and  education  of  racial/ethnic 
minority  and  disadvantaged  students  to  become  professionals  in  the  core  mental 
health  disciplines  of  social  work,  psychiatric  nursing,  psychology, 
psychiatry,  and  marriage  and  family  therapy.  The  term  "minority"  in  this 
announcement  refers  to  Blacks,  Hispanics,  Asian/Pacific  Islanders  (including 
Native  Hawaiians  and  Samoans),  and  American  Indians/Alaska  Natives.  The 
definition  of  disadvantaged  students  is  left  to  the  applicant  institution  to 
justify.  It  could  include  the  hearing  impaired  or  those  with  other 
handicapping  conditions  but  would  not  extend  to  individuals  whose  sole 
disadvantage  is  economic. 

TRAINING  ISSUES 

For  these  students,  the  National  Institute  of  Mental  Health  (NIMH)  offers 
clinical  training  programs  that  are  intended  to  enhance  the  quality  and 
effectiveness  of  services  to  persons  with  major  mental  disorders.  Applicants 
under  this  Request  for  Applications  (RFA)  must  focus  in  depth  on  one  or  more 
of  the  priority  populations  described  below.  Programs  must  demonstrate  that 
they  incorporate  the  latest  diagnostic  and  treatment  procedures  and  the  latest 
relevant  research  findings. 

The  priority  service  populations  for  this  RFA  are: 
o Severely  and  persistently  mentally  ill  adults 
o Children  and  adolescents  with  severe  mental  disorders 
o Elderly  with  mental  disorders 
o Mentally  ill  in  rural  areas 

o Racial/ethnic  minorities  with  mental  disorders 

Other  cross-cutting  priorities  are  linkages  between  academic  programs  and 
State/community  service  systems,  i.e.,  public-academic  linkages  and  linkages 
with  clinical  researchers  and  research  trainers. 

ELIGIBILITY 
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Accredited  and/or  approved  departments/divisions  in  the  mental  health  core 
disciplines  of  psychiatric  nursing,  psychiatry,  psychology,  social  work,  and 
marriage  and  family  therapy  in  colleges  or  universities  of  the  United  States, 
including  territories  and  possessions,  are  eligible  to  apply. 

Multidisciplinary  applications  are  encouraged.  Applications  may  be  for 
predoctoral  and/or  postdoctoral  training  in  any  of  these  fields. 

APPLICATION  CHARACTERISTICS 

Applications  must  include  a brief  description  of  the  applicant  educational 
institution  and,  if  appropriate,  associated  service  and  clinical  research 
settings,  including  background,  history,  programmatic  focus,  organization, 
resources,  personnel,  and  record  of  educational/service/research  linkage 
achievements . 

Each  application  must  include  descriptions  of: 

o the  pool  from  which  minority  and/or  disadvantaged  trainees  will  be 
recruited,  recruitment  strategies,  selection  criteria 

o goals  and  objectives  of  the  training 

o curricula  content  that  addresses  ethnic  and  cultural  issues 

o specific  steps  to  be  taken  for  the  recruitment,  retention,  and 
graduation  of  minority  and/or  disadvantaged  trainees 

o key  faculty  members  and  clinical  supervisors 

TERMS  AND  CONDITIONS  OF  SUPPORT 

In  fiscal  year  1991,  approximately  $1.0  million  will  be  available  to  fund 
approximately  10  to  15  awards  under  this  RFA.  Support  may  be  requested  for  up 
to  three  years.  Awards  will  be  limited  to  a maximum  of  $80,000  (total  costs), 
with  the  exception  of  multidisciplinary  awards  that  may  be  funded  up  to 
$120,000  (total  costs). 

Payback  Provisions 

Any  trainee  who  receives  a clinical  traineeship  in  psychology , psychiatry, 
psychiatric  nursing , soc ial  work , or  marr iage  and  family  therapy , in  an 
establ ished  training  program , designed  to  be  for  a period  of  1 80  days  or  more 
under  an  NIMH  clinical  training  grant , must  pay  back  a period  of  obi igated 
service  equal  to  the  length  of  the  traineeship . 

APPLICATION  PROCEDURES 

Prospect ive  applicants  are  strongly  encouraged  to  consult  NIMH  staff  regarding 
el igibil ity  and  assistance  in  developing  applications . Appl icat ions  kits  ( PHS 
398,  rev.  10/88)  containing  the  necessary  forms  and  Special  Instructions  may 
be  obtained  by  contacting  the  Educat ion  and  Training  Branch  staff  1 isted  at 
the  end  of  this  announcement . 


REVIEW  OF  APPLICATIONS 

A dual  review  system  is  used  to  ensure  expert , objective  review  of  the  qual ity 
of  appl icat ions . The  f irst  step , peer  review  for  educat ional  and  technical 
merit , is  by  primarily  non-Federal  experts  comprising  init ial  review  groups 
( IRGs ) . The  final  review  is  by  the  Nat ional  Advisory  Mental  Health  Council . 
Only  appl icat ions  recommended  for  approval  by  the  Counc il  will  be  considered 
for  funding. 

RECEIPT  AND  REVIEW  SCHEDULE 


Receipt  of  Init ial 

Application  Review 

June  12,  1991  July 

AWARD  OF  GRANTS 


National  Advisory 

Mental  Health  Earliest 

Council  Review  Award  Date 


September  September  1 


Awards  will  be  made  on  the  basis  of  the  following  criteria : 


o qual ity  of  proposed  educat ion/training  programs  as  determined  by 
the  review  process 
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o balance  among  programs  directed  to  the  priority  populations,  among 
the  disciplines  and,  where  appropriate,  among  geographic, 
especially  rural,  locations 

o availability  of  funds 

STAFF  CONSULTATION 

Staff  consultation  on  clinical  training  grants  is  available  from  the 
following : 

Lemuel  B.  Clark,  M.D. 

Chief,  Education  and  Training  Branch 
Division  of  Clinical  Research 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-02 
Rockville,  MD  20857 
Telephone:  (301)  443-5850 

For  fiscal  and  administrative  matters,  contact: 

Stephen  Hudak 

Chief,  Grants  Management  Section 
National  Institute  of  Mental  Health 
Parklawn  Building,  Room  7C23 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-4456 


ONGOING  PROGRAM  ANNOUNCEMENTS 


COMMUNITY  SUPPORT  RESEARCH  DEMONSTRATION  PROJECTS 

PA:  PA-91-39 

P.T.  34;  K.W.  0715129,  0403004,  0414014 
National  Institute  of  Mental  Health 
BACKGROUND 

Since  1978,  the  National  Institute  of  Mental  Health  (NIMH)  Community  Support 
Program  (CSP)  has  been  working  with  States  and  communities  to  promote  the 
development  of  the  most  appropriate  and  effective  comprehensive, 
community-based  services  and  service  systems  for  adults  with  severe  and 
persistent  mental  disorders.  These  efforts  have  been  reinforced  by  the  recent 
statutory  requirements  of  P.L.  99-660. 

In  fiscal  years  1989  and  1990,  NIMH  issued  a Request  for  Applications  for 
research  demonstration  projects  to  increase  knowledge  in  psychosocial 
rehabilitation,  case  management,  and  crisis  response  services.  In  fiscal  year 
1991,  CSP  is  issuing  a new  Program  Announcement  to  support  research 
demonstration  projects  in  the  broader  community  support  and  rehabilitation 
services  area. 

The  population  of  concern  for  CSP  grants  includes  individuals  18  years  and 
over  with  a severe  and  persistent  mental  disorder  that  seriously  impairs 
functioning  in  interpersonal  relations,  living  arrangements,  or  employment. 
NIMH  encourages  researchers  to  pay  particular  attention  to  studying  effective 
approaches  for  serving  high-priority  subgroups  of  the  population  that  include 
individuals  with  a severe  and  persistent  mental  disorder  who  are  elderly, 
homeless  or  at  risk  of  becoming  homeless,  live  in  rural  areas,  or  are  members 
of  ethnic  minority  groups  (specifically,  American  Indians  or  Alaskan  Natives, 
Asian/Pacific  Islanders,  Blacks,  and  Hispanics). 

NIMH  is  interested  in  expanding  the  knowledge  base  on  the  relative  benefits 
and  costs  of  different  approaches  to  organizing  and  providing  community 
support  services  that  reduce  fragmentation,  increase  client  satisfaction  with 
services,  sustain  individuals  in  community  settings,  improve  their  quality  of 
life,  and  enhance  their  ability  to  function  as  productively  and  independently 
in  society  as  possible. 

RESEARCH  ISSUES 

The  research  issues  listed  below  is  not  exhaustive;  it  is  expected  that 
applicants  will  identify  other  important  topics. 
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o The  effectiveness  of  different  approaches  for  addressing  the 
systemic  and  external  factors  that  influence  the  operation  of 
community  support  systems,  such  as  mechanisms  to  coordinate 
clinical  treatment,  rehabilitation  services,  informal  supports,  and 
mainstream  services 

o The  comparative  effectiveness  of  different  strategies  for 

integrating  families  and  consumers  into  system  improvement  efforts 

o The  relative  efficacy  of  different  models  of  case  management 

services  ( e . g . , clinical  case  management  versus  the  minimal  and 
coordination  models,  clinically  based  versus  rehabilitation-based 
models,  team  versus  individual  models,  provider-based  versus 
family -based  models,  consumer-staffed  versus  professionally 
staffed)  in  helping  individuals  achieve  living,  learning,  working, 
and  socialization  goals 

o The  relative  efficacy  of  various  housing  options  ( e . g . , structured 
special  residential  settings  versus  normative  integrated  community 
housing  with  visiting  supports) 

o The  comparative  effectiveness  of  various  community  residential 

alternatives  for  individuals  with  severe  mental  disorders  diverted 
or  discharged  from  nursing  home  placements  in  accordance  with  the 
legislative  requirements  of  the  Omnibus  Budget  Reconciliation  Act 
of  1987 

o The  differential  effectiveness  of  alternative  approaches  to 
providing  psychosocial  rehabilitation  services  that  assist 
individuals  to  acquire  the  living,  learning,  working,  and 
socialization  skills  they  need  to  function  in  the  community 

o The  differential  effectiveness  of  alternative  crisis  response 

services,  including  the  tailoring  needed  for  various  settings,  as 
reflected  by  outcomes  such  as  timeliness  of  intervention, 
development  of  relevant  treatment  plans,  effective  stabilization, 
appropriate  followup  care,  and  maintenance  of  individuals  in  the 
community 

o Comparative  effectiveness  of  approaches  to  meeting  the  special 
needs  of  family  members  and  engaging  them  in  the  rehabilitation 
process  (e.g.,  providing  education,  emotional  support,  and  periodic 
respite  care  and  other  supportive  services  where  the  individual  is 
living  within  the  family  environment;  developing 
professional/family/client  collaboration;  assisting  in 
transitioning  the  family  member  to  more  independent  housing) 

o Comparative  effectiveness  of  different  approaches  to  providing 

self-help  services  (e.g.,  drop-in  centers,  socialization  clubs,  and 
peer  supports),  employing  consumers  within  the  formal  mental  health 
system  (e.g.,  case  managers,  mobile  outreach  teams,  job  coaches, 
and  residential  staff),  and  incorporating  the  consumer  perspective 
in  all  aspects  of  rehabilitation  from  philosophy  and  structure  to 
the  nature  of  services  and  service  providers 

o Consistent  with  the  provisions  and  protections  of  the  Americans 
with  Disabilities  Act,  the  effectiveness  of  different  approaches 
for  providing  reasonable  accommodations  in  the  workplace  for  an 
individual's  mental  disorder  (e.g.,  flexible  leave  policies,  job 
restructuring,  part-time  or  modified  work  schedules,  adjustments  to 
supervision,  and  specialized  training) 

o The  differential  effectiveness  of  alternatives  in  decreasing  the 
use  of  involuntary  interventions  such  as  inpatient  or  outpatient 
commitment  and  involuntary  medication  (e.g.,  working  with  family 
members,  management  of  violent  and  other  troublesome  behavior, 
early  crisis  intervention,  consumer-run  safe  houses,  in-home 
assistance,  peer  supports,  and  temporary  placement  in  foster  family 
care ) 

o Comparative  effectiveness  of  outreach  and  other  formal  and  informal 
services  to  individuals  in  rural  communities  where  there  are  few 
formal  services 

o The  relative  effectiveness  of  approaches  to  assist  severely 
mentally  ill  individuals  in  the  correctional  system  such  as 
diversion  to  community  treatment;  training  police,  correctional 
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guards,  or  parole  officers;  or  offering  treatment  and  services  to 
individuals  in  jails  and  after  release. 

ELIGIBILITY 

Only  State  mental  health  authorities  are  eligible  to  apply  for  CSP  Community 
Research  Demonstration  Grants.  It  is  expected,  however,  that  the  primary 
researcher  will  be  the  Principal  Investigator,  and  the  State  staff  member  with 
project  oversight  responsibility  will  be  the  Project  Coordinator.  Women  and 
minority  investigators  are  encouraged  to  apply. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  ADAMHA  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  and  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion 
must  be  provided.  Applications  without  such  documentation  will  not  be 
accepted  for  review. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  research  demonstration  project  grants 
(R18).  Support  may  be  requested  for  a period  of  up  to  three  years  (renewable 
for  subsequent  periods).  In  FY  1990,  $2  million  was  available  to  support  six 
projects.  Annual  awards  will  be  made  subject  to  continued  availability  of 
funds  and  progress  achieved.  A competing  continuation  (i.e.,  renewal) 
application  may  be  submitted  before  the  end  of  an  approved  period  of  support 
in  order  to  request  additional  funds  to  continue  a project. 

APPLICATIONS  PROCEDURES 

Applicants  must  use  the  grant  application  form  PHS  398  (rev.  10/88).  The 
number  and  title  of  this  Program  Announcement,  "PA-91 -39  Community  Support 
Research  Demonstration  Projects",  must  be  typed  in  item  number  2 on  the  face 
page  of  the  PHS  398  application  form. 

Applications  to  be  considered  for  fiscal  year  1991  funding,  with  an  expected 
start  date  of  September  30,  1991,  must  be  received  (not  post-marked)  by  June 
1 , 1991. 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  received  under  this  announcement  will  be  assigned  to  an  Initial 
Review  Group  (IRG)  and  a PHS  funding  component  in  accordance  with  established 
PHS  Referral  Guidelines.  Applications  will  receive  a second-level  review  by 
the  appropriate  National  Advisory  Council  whose  review  may  be  based  on  policy 
considerations  as  well  as  scientific  merit.  Only  applications  recommended  for 
approval  by  the  Council  may  be  considered  for  funding.  Applications  will  be 
evaluated  for  the  significance  of  the  service  problem  and  study  questions  to 
be  addressed  and  the  scientific  quality  and  rigor  of  the  research  design. 

Applications  submitted  in  response  to  this  announcement  are  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372,  as  implemented 
through  Department  of  Health  and  Human  Service  regulations  at  45  CFR  Part  100. 

INQUIRIES 

Neal  Brown,  Chief,  or  Frances  Randolph,  Dr.P.H. 

Project  Officer,  Community  Support  Section 
System  Development  and  Community  Support  Branch 
Division  of  Applied  and  Services  Research 
National  Institute  of  Mental  Health 
Parklawn  Building,  Room  1 1 C — 2 2 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-3653 

For  fiscal  and  administrative  matters, 

Stephen  Hudak 

Chief,  Grants  Management  Section 
National  Institute  of  Mental  Health 
Parklawn  Building,  Room  7C23 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-4456 
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NOTICES 


INSTITUTIONAL  TRAINING  APPLICATIONS  FOR  NATIONAL  RESEARCH  SERVICE  AWARDS: 

APPLICATION  RECEIPT  DATES 

P.T.  44;  K.W.  0720005,  0404003,  0414000,  0404009 
Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

The  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  announces  that 
beginning  October  1,  1991,  National  Research  Service  Awards  for  Institutional 
Training  applications  (T32)  will  have  only  one  receipt  date.  May  10.  The 
applications  will  receive  an  October  peer  review  by  the  appropriate  Initial 
Review  Group  and  be  reviewed  by  the  appropriate  Advisory  Council  in  early 
February.  Funding  decisions  will  be  made  in  late  February.  The  earlier 
notification  of  funding  decisions  will  enable  the  timely  recruitment  of 
trainees.  Requests  for  start  dates  as  early  as  March  1 will  be  accepted,  but 
the  start  date  for  most  training  programs  will  continue  to  be  July  1 . This 
notice  applies  to  all  T32  applications  submitted  to  the  National  Institute  on 
Alcohol  Abuse  and  Alcoholism,  the  National  Institute  on  Drug  Abuse,  and  the 
National  Institute  of  Mental  Health.  Training  applications  received  after  May 
10  will  be  returned  to  the  training  director  without  review.  The  receipt  and 
review  of  short-term  training  grants  (T35s)  will  not  change. 


ANIMAL  WELFARE  EDUCATION  PROGRAM 

P.T.  34;  K.W.  0502000,  0201011 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH),  Office  for  Protection  from  Research 
Risks  (0PRR),  Division  of  Animal  Welfare,  is  cosponsoring  with  the  Washington 
University  School  of  Medicine  and  the  St . Louis  University  Medical  Center  an 
animal  welfare  education  program  entitled , "Recurrent  Controversies  in 
Protocol  Review."  The  workshop  will  be  held  on  May  2~3,  1991,  at  the  Hyatt 
Regency  Hotel  at  St . Louis  Union  Station,  St . Louis , MO . 

The  meeting  is  open  to  inst itut ional  administrators , Institutional  Animal  Care 
and  Use  Committee  ( IACUC)  members , laboratory  animal  veterinarians , scientific 
investigators , and  other  inst itut ional  staff  who  have  responsibil ity  for 
high-quality  management  of  institutional  animal  care  and  use  programs . The 
workshop  will  focus  on  the  many  controversial  issues  in  protocol  review  and 
the  responsibil ity  of  the  IACUC  in  the  resolution  of  protocol  issues  that  fall 
into  the  gray  area  of  professional  judgment  and  discretion . 

For  further  information,  contact: 

Office  of  Continuing  Medical  Education 
Washington  University  School  of  Medicine 
Telephone : ( 800 ) 325-9862  Interstate 

(314)  362-6893  in  Missouri 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


INSTITUTIONAL  CLINICAL  TRAINING  GRANTS:  PROFESSIONAL  TRAINING  ADDRESSING 

SEVERE  MENTAL  DISORDERS 

RFA  AVAILABLE:  MH-91-10 

P.T.  44;  K.W.  0720005,  0715129,  0730050 

National  Institute  of  Mental  Health 

Application  Receipt  Date:  June  12,  1991 

PURPOSE 

The  purpose  of  the  National  Institute  of  Mental  Health  (NIMH)  clinical 
training  program  is  to  enhance  the  quality  and  effectiveness  of  services  to 
persons  with  major  mental  disorders.  Insufficient  numbers  of  well-trained 
mental  health  professionals  are  available  to  serve  (1)  severely  and 
persistently  mentally  ill  adults,  e.g.,  adults  with  schizophrenic  disorders  or 
mood  disorders , including  homeless  persons  with  these  disorders ; (2)  seriously 

emotionally  disturbed  children  and  adolescents ; (3)  elderly  persons  with 
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mental  disorders;  (4)  individuals  with  mental  disorders  in  rural  areas;  (5) 
racial/ethnic  minorities  with  mental  disorders. 

This  program  is  designed  to  recruit  and  prepare  mental  health  professionals  in 
the  core  mental  health  disciplines  of  social  work,  psychiatric  nursing, 
psychology,  psychiatry,  and  marriage  and  family  therapy  who  are  well  trained 
and  experienced  in  modern  mental  health  diagnostic,  treatment,  and 
rehabilitation  techniques,  research  methodologies  and  findings,  and  the 
delivery  of  care  within  community-based  systems. 

TRAINING  ISSUES 

Applicants  under  this  Request  for  Applications  (RFA)  must  focus  in  depth  on 
one  or  more  of  the  priority  populations  described  below.  Programs  must 
demonstrate  that  they  incorporate  the  latest  diagnostic  and  treatment 
procedures,  as  well  as  the  latest  relevant  research  findings.  The  priority 
service  populations  for  this  RFA  are: 

o Severely  and  persistently  mentally  ill  adults 

o Children  and  adolescents  with  mental  disorders 

o Elderly  with  mental  disorders 

o Mentally  ill  in  rural  areas 

o Racial/ethnic  minorities  with  mental  disorders 

Additional  cross-cutting  priorities  are  linkages  between  academic  programs  and 
State/community  service  systems,  i.e.,  public-academic  linkages  and  linkages 
with  clinical  researchers  and  research  trainers.  All  programs  must  also  show 
evidence  that  curriculum  content  and  clinical  field  experiences  address  ethnic 
and  cultural  issues. 

ELIGIBILITY 

Accredited  and/or  approved  departments/divisions  in  the  mental  health 
disciplines  of  psychiatric  nursing,  psychiatry,  psychology,  social  work,  and 
marriage  and  family  therapy  in  colleges  or  universities  of  the  United  States, 
including  territories  and  possessions,  are  eligible  to  apply. 

Multidisciplinary  applications  are  encouraged.  One  clinical  training  grant 
may  be  applied  for  in  each  of  the  core  disciplines  under  this  RFA. 

APPLICATION  CHARACTERISTICS 

Applications  must  include  a brief  description  of  the  applicant  educational 
institution  and,  if  appropriate,  associated  service  and  clinical  research 
settings,  including  background,  history,  programmatic  focus,  organization, 
resources,  personnel,  and  record  of  educational/service/research  linkage 
achievements . 

TERMS  AND  CONDITIONS  OF  SUPPORT 

In  fiscal  year  1991,  approximately  $1.2  million  will  be  available  to  fund 
approximately  15  to  20  3-year  awards  Under  this  RFA.  The  mechanism  of  support 
will  be  the  graduate  training  programs  (T01).  Awards  will  be  limited  to  a 
maximum  of  $80,000  (total  costs)  per  year,  with  the  exception  of 
multidisciplinary  awards  that  may  be  funded  up  to  $120,000  (total  costs)  per 
year . 

Payback  Provisions 

Any  trainee  who  receives  a clinical  traineeship  in  psychology,  psychiatry, 
psychiatric  nursing,  social  work,  or  marriage  and  family  therapy,  in  an 
established  training  program,  designed  to  be  for  a period  of  180  days  or  more 
under  an  NIMH  clinical  training  grant,  must  pay  back  a period  of  obligated 
service  equal  to  the  length  of  the  traineeship. 

APPLICATION  PROCEDURES 

Applications  kits  (PHS  398,  rev.  10/88)  containing  the  necessary  forms  and 
Special  Instructions  must  be  obtained  by  contacting  the  Education  and  Training 
Branch  staff.  Applicants  must  use  the  Special  Instructions  included  in  the 
application  kit,  specifically  designed  for  this  NIMH  Institutional  Clinical 
Training  Grant  program. 
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REVIEW  OF  APPLICATIONS 


A dual  review  system  is  used  to  ensure  expert,  objective  review  of  the  quality 
of  applications.  The  first  step,  peer  review  for  educational  and  technical 
merit,  is  by  primarily  non-Federal  experts  comprising  Initial  Review  Groups. 
Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after 
the  initial  review.  The  final  review  is  by  the  National  Advisory  Mental 
Health  Council.  Only  applications  recommended  for  approval  by  the  Council  may 
be  considered  for  funding . 

RECEIPT  AND  REVIEW  SCHEDULE 

National  Advisory 

Receipt  of  Initial  Mental  Health 

Appl icat ion  Review  Council  Review 

June  12,  1991  July  September 

STAFF  CONSULTATION 

Staff  consultation  on  clinical  training 

Lemuel  B.  Clark,  M.D.,  Chief 
Education  and  Training  Branch 
Division  of  Clinical  Research 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C02 
Rockville,  MD  20857 
Telephone:  C301)  493-5850 

Additional  information  on  payback  requirements  and  fiscal  and  administrative 
issues  is  available  from : 

Mr . Stephen  Hudak 
Chief , Grants  Management  Section 
Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  F ishers  Lane , Room  7C-26 
Rockville,  MD  20857 
Telephone:  (301)  443-4456 


MENTAL  HEALTH  CLINICAL  TRAINING  GRANTS:  INDIVIDUAL  FACULTY  SCHOLAR  AWARDS 

RFA  AVAILABLE:  MH-91-14 

P.T.  44;  K.W.  0720005,  0715129,  0785185,  0414000,  0417000 
National  Institute  of  Mental  Health 
Appl icat ion  Receipt  Date : June  1 2 , 1991 
PURPOSE 

There  is  a marked  disparity  between  the  need  for  treatment  of  persons  with 
major  mental  disorders  and  the  availability  of  appropriately  trained  mental 
health  professionals  to  assess , provide , and  supervise  the  treatment . For 
this  reason , the  National  Institute  of  Mental  Health  (NIMH)  supports  the 
Individual  Faculty  Scholar  Awards  program  to  develop  a cadre  of  academically 
based  faculty  scholars  who  will  guide  the  training  of  professionals  in  the 
core  mental  health  disciplines  ( psychiatry , social  work , psychology , 
psychiatric  nursing , and  marriage  and  family  therapy ) and  who  will  play  major 
leadership  roles  in  the  continued  development  of  their  professions . 

PRIORITIES 

Schizophrenic  Disorders 

The  National  Institute  of  Mental  Health  (NIMH)  has  designated  schizophrenia  as 
one  of  its  foremost  research  priorities . In  so  doing , NIMH  recognized  the 
enormous  public  health  challenge  posed  by  schizophrenia,  acknowledged  the 
immense  and  chronic  burden  borne  by  people  with  this  disorder  and  by  their 
f amil ies , and  made  a commitment  to  rapidly  advance  our  state  of  knowledge  and 
clinical  training  relative  to  this  major  mental  illness . Faculty  who  are 
expert  clinicians  and  researchers  are  needed  to  train  additional  mental  health 
professionals  to  provide  services  for  those  affected  by  this  illness . 


Earliest 
Award  Date 

September  1991 

grants  is  available  from : 
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Mood,  Anxiety,  and  Personality  Disorders 

Mood,  anxiety,  and  personality  disorders  rank  among  the  most  serious  and 
pervasive  public  health  problems  in  the  United  States.  Depressive  disorders 
affect  one  in  twenty  American  adults  in  any  one-month  period,  and  the  figures 
for  anxiety  are  even  higher.  Most  persons  with  depression  also  have  an 
anxiety  disorder.  Although  effective  psychotherapeutic  and  pharmacological 
treatments  exist,  research  shows  that  most  depressed  and  anxious  persons  are 
undiagnosed,  often  untreated,  and  frequently  treated  inappropriately. 

Improved  service  provider  training  is  needed  and  possible.  Faculty  with 
clinical  and  research  expertise  in  these  disorders  are  needed  to  train  service 
providers  and  researchers. 

Severe  Mental  Disorders  of  Children  and  Adolescents 

Major  efforts  are  needed  to  increase  understanding  of  the  causes  and 
determinants  of  child  and  adolescent  psychopathology,  determine  the 
effectiveness  of  biologic,  psychotherapeutic,  and  social  treatments,  develop 
more  effective  service  delivery  systems,  and  enlarge  the  cadre  of  qualified, 
committed  researchers  and  clinicians.  The  critical  shortage  of  mental  health 
professionals  trained  to  diagnose,  treat,  and  rehabilitate  children  and 
adolescents  with  severe  mental  disorders  requires  focused  clinical  and 
research  training  programs. 

Mental  Disorders  of  the  Aging 

Risk  factors  for  mental  disorders  multiply  through  old  age  along  such 
dimensions  as  physical  limitation,  social  disruption,  and  psychological  loss. 
Many  surveys  have  shown  increases  in  the  prevalence  of  symptoms  of  depression 
in  Alzheimer's  disease  and  other  dementing  disorders  and  in  behavioral 
problems  such  as  sleeplessness,  agitation,  and  confusion  that  are  disruptive 
to  established  patterns  of  family  and  community  life.  Faculty  leadership  to 
establish  research  and  training  programs  in  geriatric  mental  health  is 
extremely  limited;  growth  in  this  area  represents  a significant  priority  in 
NIMH. 

In  addition  to  these  four  priority  areas,  scholars  are  encouraged  to  focus  on 
specific  subgroups  that  continue  to  be  underserved.  The  problem  of 
co-morbidity  ( i . e . , the  mentally  disordered  who  are  also  substance  abusers)  is 
recognized  as  a challenge  since  32  percent  of  persons  with  mood  disorders  and 
47  percent  of  persons  with  schizophrenia  also  have  an  addictive  disorder. 

Other  subgroups  include  minority  and  rural  populations. 

Another  area  of  interest  is  the  development  of  strong  ties  between  academic 
mental  health  training  institutions  and  public  mental  health  facilities. 

These  systems  offer  a rich  opportunity  for  enhanced  services  in  the  public 
sector.  Thus,  NIMH  strongly  encourages  faculty  scholar  proposals  that 
demonstrate  collaborative  linkages  between  academic  centers  and  those  public 
mental  health  service  settings  where  the  seriously  mentally  ill  receive 
treatment . 

ELIGIBILITY 

On  behalf  of  a qualified  nominee,  applications  may  be  submitted  by  an  academic 
department  or  professional  school  in  a U.S.  college,  university,  or  nonprofit 
mental  health  training  institution. 

Nominees  must  be  U.S.  citizens  or  have  been  lawfully  admitted  to  the  United 
States  for  permanent  residence.  Nominees  must  have  a full-time  academic 
appointment  or  be  assured  of  such  an  appointment  upon  completion  of  this 
award.  Women  and  minority  candidates  are  particularly  encouraged  to  apply. 

Payback 

Any  graduate  or  postgraduate  trainee,  including  a faculty  scholar  awardee,  in 
psychology,  psychiatry,  nursing,  social  work,  or  marriage  and  family  therapy 
who  receives  support  in  an  established  training  program  designed  to  be  for  a 
period  of  180  days  or  more  under  an  NIMH  clinical  training  grant  must  pay  back 
through  a period  of  obligated  service  equal  to  the  length  of  support.  The 
period  of  support  need  not  be  continuous.  Any  support  received  for  any  period 
of  time  under  previous  NIMH  clinical  training  grants,  if  the  stipend  was 
awarded  on  or  after  September  1,  1981,  will  count  toward  this  total.  The 
conditions  of  the  obligated  service  requirement  are  set  forth  in  the  42  Code 
of  Federal  Regulations  Part  64a. 
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APPLICATION  PROCEDURES 


Application  kits  (PHS  398,  rev.  10/88)  are  available  from  the  Education  and 
Training  Branch,  Division  of  Clinical  Research,  NIMH  (see  the  final  section  of 
this  announcement) . Applications  to  be  considered  for  fiscal  year  1991 
funding,  with  an  expected  start  date  of  September  1991,  must  be  received  (not 
post-marked)  by  June  12,  1991 . 

REVIEW  OF  APPLICATIONS 

A dual  review  system  is  used  to  ensure  expert,  objective  review  of  the  quality 
of  applications.  Initial  peer  review  for  educational  and  technical  merit  is 
by  Initial  Review  Groups  (IRGs)  comprised  of  non-Federal  mental  health 
authorities.  Final  review  is  by  the  National  Advisory  Mental  Health  Council 
whose  review  may  be  based  on  policy  as  well  as  educational  and  technical 
merit . 

AWARD  CRITERIA 

It  is  anticipated  that  in  fiscal  year  1991  up  to  six  new  Individual  Faculty 
Scholar  Awards  (T01)  will  be  made.  The  maximum  total  cost  per  award  is 
estimated  to  be  $117,000  per  year.  A disciplinary  school  or  department  in  a 
single  institution  may  submit  multiple  faculty  scholar  applications  as  long  as 
each  focuses  on  a different  priority  area.  In  considering  multiple  requests, 
however,  applicants  should  be  aware  that  NIMH  funding  decisions  are  based,  at 
least  in  part , on  discipl inary  and  geographic  distribution  considerations . 
Awards  will  be  limited  to  one  per  professional  school  or  academic  department 
for  each  priority  area. 

The  responsibility  for  award  decisions  on  applications  recommended  for 
approval  by  the  National  Advisory  Mental  Health  Council  lies  solely  with 
authorized  NIMH  program  staff.  The  following  basic  criteria  will  be  used  in 
making  award  decisions: 

o quality  of  the  overall  application  as  determined  during  the  review 
process 

o quality  of  public-academic  linkages  provision 

o where  appropriate,  balance  among  disciplines,  geographic  locations, 
and  priority  areas 

o availability  of  funds 

STAFF  CONSULTATION 

Application  kits  and  staff  consultation  on  all  aspects  of  clinical  training  in 
the  core  mental  health  disciplines  in  relation  to  schizophrenic  disorders, 
mood  disorders,  and  severe  mental  disorders  of  children  and  adolescents,  with 
the  exception  of  specific  research  issues  bearing  upon  these  populations,  are 
available  from: 

Lemuel  B.  Clark,  M.D.,  Chief 
Education  and  Training  Branch 
Division  of  Clinical  Research 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C02 
Rockville,  MD  20857 
Telephone:  (301)  493-5850 

Additional  information  on  payback  requirements  and  fiscal  and  administrative 
issues  is  available  from: 

Mr . Stephen  Hudak 

Chief , Grants  Management  Section 
Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  F ishers  Lane , Room  7C-26 
Rockville , MD  20857 
Telephone:  (301)  443-4456 
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PUBLIC  HEALTH  APPROACHES  TO  BREAST  AND  CERVIX  SCREENING 


RFA  AVAILABLE:  CA-91-14 

P.T.  34;  K.W.  0715035,  0745020,  0745027,  0745035 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  June  7,  1991 
Application  Receipt  Date:  August  2,  1991 

The  Division  of  Cancer  Prevention  and  Control  (DCPC)  of  the  National  Cancer 
Institute  (NCI)  invites  grant  applications  from  a consortium  of  public  health 
agencies  or  institutions  to  develop,  implement,  and  evaluate  programs  designed 
to  increase  breast  and  cervical  cancer  screening  of  older,  low  income,  low 
education,  and  minority  women.  Priority  will  be  given  to  applications 
specifically  designed  to  include  evaluation  of  breast  and  cervical  screening 
utilization  of  women  over  the  age  of  65  and  those  targeting  populations 
residing  in  rural  areas.  Among  Hispanic  women,  priority  will  be  given  to 
applications  targeting  Puerto  Rican  and  Cuban  populations  to  provide  more 
comprehensive  information  on  Hispanic  populations.  The  NCI  currently  funds 
projects  targeting  Hispanic  women  of  Mexican  descent. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  Healthy  People  2000,  a PHS-led  national 
activity  for  setting  priority  areas.  This  Request  for  Applications  (RFA)  is 
related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a 
copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

RESEARCH  GOALS  AND  SCOPE 

The  goal  of  this  project  is  to  develop,  implement,  and  evaluate  programs 
designed  to  increase  breast  and  cervical  cancer  screening  of  older,  low 
income,  low  education,  and  minority  women. 

The  primary  objectives  of  this  research  are  to  demonstrate  how  a consortium  of 
community  agencies  can: 

1)  Characterize  utilization  patterns  for  breast  and  cervical  screening  in  the 
target  population  through  baseline  surveys.  These  data  will  establish 
frequency  of  screening,  as  well  as  assess  barriers  to  utilization. 

2)  Design  and  pilot  test  interventions  to  recruit  women  in  need  of  breast  and 
cervical  cancer  screening  regimens  that  can 

o be  integrated  with  other  health  services  used  by  these  women 

o affect  the  behavior  of  non-health  agency  clients. 

3)  Evaluate  the  effectiveness  of  specific  interventions  to  reach  the  target 
population  for  breast  and  cervical  cancer  screening. 

4)  Ensure  compliance  with  follow-up  recommendations  for  women  with  anything 
but  completely  normal  mammograms  ( i . e . , indeterminate  or  suspicious  findings) 
and  smears  (i.e.,  further  action  recommended). 

5)  Establish  a mechanism  to  describe  prospectively  the  screening  behavior  of 
the  targeted  women  in  view  of  current  NCI  recommendations,  i.e.,  establish 
whether  or  not  women  are  coming  back  at  recommended  intervals  for  screening. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

The  following  is  the  NIH  and  ADAMHA  policy  regarding  the  inclusion  of  women 
and  minorities  in  study  populations.  Applications  that  are  responsive  to  this 
RFA  will,  by  definition,  meet  the  requirement  for  inclusion  of  women.  The 
inclusion  of  minorities  must  be  addressed  in  application  submitted  responding 
to  this  announcement. 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 
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ELIGIBILITY  REQUIREMENTS 


Grants- in-aid  may  be  awarded  to  profit  and  nonprofit  organizations  and 
institutions,  and  governments  and  their  agencies  within  the  United  States. 
However,  it  should  be  noted  that  this  RFA  is  primarily  targeted  at 
demonstrating  a consortium  approach,  involving  public  agencies  or 
institutions,  such  as  health  departments,  community  and  migrant  health 
centers,  or  public  hospitals  with  established  linkages  to  the  target 
population  (e.g.,  the  health  department  or  community  health  center  may  have 
experience  with  providing  or  contracting  for  the  health  services,  a regional 
agency  on  aging  may  have  established  networks  with  elderly  women,  and  a 
voluntary  organization  may  have  experience  with  providing  public  education 
campaigns) . This  approach  seeks  to  address  the  problem  in  a coordinated 
fashion  while  taking  advantage  of  the  public  agency's  role  as  noncompetitive 
collaborator,  stimulator,  convenor,  and  facilitator  of  existing  resources  to 
increase  mammography  and  Pap  smear  utilization  in  women  least  likely  to  be 
screened.  The  lead  agency  must  demonstrate  experience  with  disease  control 
but  does  not  necessarily  need  to  be  the  direct  provider  of  the  screening 
services.  In  many  communities,  the  lead  agency  is  likely  to  be  a health 
department,  however,  other  public  agencies  could  fill  this  role.  Among  the 
team  of  applicants  or  consortium,  one  institution  must  be  proposed  as  the  lead 
institution  to  serve  as  the  applicant  and  assume  responsibility  for  the 
conduct  of  the  award. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  a National  Institutes  of  Health  (NIH) 
grant-in-aid  (R01).  Applicants  will  be  responsible  for  the  planning, 
direction,  and  execution  of  the  proposed  project.  Allowable  direct  costs  for 
the  intervention  will  not  include  funds  to  pay  for  mammograms  and  Pap  smears. 
However,  expenses  incurred  in  developing  and  promoting  the  utilization  of 
these  services,  such  as  baseline  and  follow-up  surveys,  design  of  materials, 
and  public  and  professional  education  are  considered  allowable  costs.  Except 
as  otherwise  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants 
policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement,  DHHS 
Publication  No.  (OASH)  90-50,000,  revised  October  1,  1990. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  renewal 
applications  will  compete  with  all  invest igator- initiated  applications  and  be 
reviewed  by  the  Division  of  Research  Grants  (DRG).  However,  if  the  NCI 
determines  that  there  is  a sufficient  continuing  program  need,  a request  for 
renewal  applications  will  be  announced.  Only  recipients  of  awards  under  this 
RFA  will  be  eligible  to  apply. 

Approximately  $5,400,000  in  total  costs  for  four  years  ($1,200,000  for  year 
one  and  for  year  four,  $1,500,000  for  years  two  and  three)  will  be  committed 
to  fund  applications  submitted  in  response  to  this  RFA.  It  is  anticipated 
that  three  to  four  awards  will  be  made,  depending  on  the  receipt  of  a 
sufficient  number  of  applications  of  high  scientific  merit.  The  total  project 
period  for  applications  submitted  in  response  to  this  RFA  must  not  exceed  four 
years.  The  earliest  feasible  start  date  for  the  initial  awards  will  be  April 
1992.  Although  this  program  is  provided  for  in  the  financial  plans  of  the 
NCI,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent  upon  the 
availability  of  funds  for  this  purpose. 

INQUIRIES 

Copies  of  the  complete  RFA  and  additional  information  concerning  the 
objectives  and  scope  of  this  research  may  be  obtained  from: 

Helen  I.  Meissner,  Sc.M.,  C.H.E.S. 

Program  Director 

Public  Health  Applications  Research  Branch 

National  Cancer  Institute 

EPN , Room  239G 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-0273 
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Grants  management  inquiries  should  be  directed  to: 


Marian  F.  Focke 
Grants  Management  Specialist 
Grants  Administration  Branch 
EPS,  Room  242 

Grants  Administration  Branch 
National  Cancer  Institute 
9000  Rockville  Pike 
Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  ext.  46 


DIAGNOSIS  AND  TREATMENT  OF  LYME  DISEASE 

RFA  AVAILABLE:  AR-91-04 

P.T.  34;  K.W.  0715125,  1002032,  0745020,  0745070 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Letter  of  Intent  Receipt  Date:  May  1,  1991 
Application  Receipt  Date:  June  17,  1991 

I . PURPOSE 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
(NIAMS)  invites  applications  for  grants  to  conduct  research  on  the  diagnosis 
and  treatment  of  Lyme  disease. 

II.  BACKGROUND 

Lyme  disease  is  a spirochetal  disease,  usually  transmitted  by  the  bite  of  a 
tick,  most  often  by  a nymphal  Ixodes  daminini,  when  they  are  prevalent  in  the 
Spring.  It  has  become  the  most  common  tick-borne  illness  in  the  United 
States,  with  approximately  8,800  new  cases  reported  in  1990. 

Lyme  disease  remains  difficult  to  diagnose,  in  part  because  the  causative 
agent,  Borrelia  burgdorferi,  is  usually  not  easily  cultured  or  directly 
observable  from  patients'  specimens.  Currently  available  standard  laboratory 
tests  are  not  fully  satisfactory  in  that  they  lack  sensitivity  and  specificity 
and  are  not  well  standardized. 

Underdiagnosis  has  proven  to  be  a problem  in  parts  of  the  country  where  it  is 
not  endemic  or  is  relatively  uncommon.  Lyme  disease  can  present  with  a wide 
variety  of  signs  and  symptoms,  making  it  difficult  for  physicians  with  little 
or  no  experience  with  it  to  make  a correct  diagnosis.  On  the  other  hand,  in 
parts  of  the  country  where  Lyme  disease  is  well  established  and  where  there 
has  been  extensive  publicity,  patients  with  signs  and  symptoms  suggestive  of 
Lyme  disease  may  be  diagnosed  inappropriately  as  having  the  disease  when  in 
fact  they  have  some  other  disease  resembling  it. 

Both  aspects  of  this  problem  could  be  addressed  by  more  sensitive,  accurate, 
and  inexpensive  diagnostic  tests.  In  general,  serologic  tests  currently 
available  do  not  detect  some  cases  of  early  Lyme  disease;  conversely , in  the 
later  stages  of  the  disease,  tests  are  often  too  sensitive  and  less  specific. 

Once  diagnosed,  the  manifestations  of  Lyme  disease  appear  to  be  potentially 
treatable  with  a variety  of  antibiotics.  The  optimal  regimen,  including 
choice  of  drug,  dose,  route  of  administration,  and  length  of  therapy,  has  yet 
to  be  determined.  Further  clarification  is  also  needed  to  determine  the  best 
method  of  treating  disease  sequelae  at  both  early  and  late  stages  of  Lyme 
disease . 

RESEARCH  GOALS  AND  SCOPE 

The  goal  of  this  Request  for  Applications  (RFA)  is  to  stimulate  research  tc 
effect  better  diagnosis  and  treatment  of  Lyme  disease.  Applications  subm7"  :ted 
in  response  to  this  RFA  are  expected:  to  concentrate  upon  developing  and 
testing  methods  of  diagnosis  that  are  more  reliable,  accurate,  and  sensitive 
than  current  techniques  to  detect  Lyme  disease  in  patients;  and/or  to  develop 
and  test  improved  ways  to  treat  all  aspects  (arthritic,  cardiac,  neurologic, 
and  so  forth)  and  stages  of  the  disease. 
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Specific  issues  that  may  be  addressed  include,  but  are  not  limited  to: 
Diagnosis : 

o Classification  and  validation  of  clinical  criteria; 

o Proper  identification  of  erythema  migrans  (in  contrast  to  non-tick 
insect  bites); 

o Whether  diagnostic  criteria  differ  in  children  and  adults; 
o Optimal  methods  for  serodiagnosis ; 
o The  effect  of  therapy  on  serodiagnosis; 

o The  utility  of  various  biological  fluids  and  tissue  for  diagnosis; 
o The  best  and  most  sensitive  methods  to  detect  spirochetal  antigens; 
o Differential  diagnosis  strategies. 

Treatment : 

o Drugs  to  be  used  in  treating  erythema  migrans; 

o Optimal  treatments  for  arthritis,  neurologic,  cardiac,  and  other 
later  manifestations  of  Lyme  disease; 

o Appropriate  treatment  of  Lyme  disease  in  children; 

o Appropriate  treatment  of  Lyme  disease  in  pregnant  women; 

o Utility  of  prophylactic  antibiotics  in  exposed  individuals  from 
endemic  areas; 

o Appropriate  treatment  of  congenital  Lyme  disease. 

MECHANISM  OF  SUPPORT 

Applications  considered  appropriate  responses  to  this  RFA  are  the  traditional 
research  project  grant  (R01).  Approximately  $1,500,000  in  total  costs  per 
year  for  three  to  five  years  will  be  committed  by  the  NIAMS  specifically  to 
fund  applications  submitted  in  response  to  this  RFA.  Approximately  seven 
awards  are  expected  to  be  made  for  this  RFA. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NXH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  and  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion 
must  be  provided.  Applications  without  such  documentation  will  not  be 
accepted  for  review. 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  will  be  reviewed  initially  by  the  Division  of  Research  grants  for 
completeness  and  will  be  assigned  to  a special  NIAMS  review  group.  Evaluation 
for  responsiveness  to  the  RFA  is  an  NIAMS  program  staff  function. 

Applications  that  are  judged  non -responsive  will  be  returned  to  the  applicant 
but  may  be  submitted  as  investigator- initiated  applications  at  the  next 
-eceipt  dat ■ . Those  applications  judged  to  be  both  responsive  and  competitive 
ill  be  evaluated  for  scientific/technical  merit  by  an  appropriate  initial 
i view  group  convened  by  the  NIAMS  Review  Branch.  The  second  level  of  review 
wi, 1 be  conducted  by  the  National  Advisory  Council  of  the  NIAMS. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (revised  10/88)  must  be  used  in 
applying  for  these  grants.  These  forms  are  available  at  most  institutional 
business  offices  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  National  Institutes  of  Health,  Room  449 , Westwood  Building,  5333 
Westbard  Avenue,  Bethesda,  MD  20892. 

Applications  must  be  received  by  June  17,  1991.  If  an  application  is  received 
after  that  date  it  will  be  returned  to  the  applicant.  If  the  application 
submitted  in  response  to  this  RFA  is  substantially  similar  to  a research  grant 
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application  already  submitted  to  the  NIH  for  review,  but  has  not  yet  been 
reviewed,  the  applicant  will  be  asked  to  withdraw  either  the  pending 
application  or  the  new  one.  Simultaneous  submission  of  identical  applications 
will  not  be  allowed,  nor  will  essentially  identical  applications  be  reviewed 
by  different  review  committees.  Therefore,  an  application  cannot  be  submitted 
in  response  to  this  RFA  that  is  essentially  identical  to  one  that  has  already 
been  reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions 
of  applications  already  reviewed,  but  such  applications  must  include  an 
introduction  addressing  the  previous  critique. 

Letter  of  intent:  Prospective  applicants  are  asked  to  submit  a letter  of 
intent  by  May  1,  1991.  This  letter  should  include  the  name  of  the  institution 
any  other  participating  institutions,  the  Principal  Investigator  and  other  key 
investigators,  and  a descriptive  title.  Such  a letter  of  intent  is  not 
binding  and  will  not  enter  into  the  review  of  any  application  subsequently 
submitted,  nor  is  it  a necessary  requirement  for  application.  Letters  of 
intent  are  requested  solely  for  review  planning  purposes.  NIAMS  staff  will 
not  provide  responses  to  such  letters.  Letters  of  intent  are  to  be  sent  to: 

Dr.  Tommy  L.  Broadwater 
Chief,  Grants  Review  Branch 
Extramural  Program 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  5A05A 
Bethesda,  MD  20892 
Telephone:  (301)  496-0754 

The  full  RFA  may  be  obtained  from: 

Dr.  Lawrence  Petrucelli 
Arthritis  Program  Director 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

5333  Westbard  Avenue 

Westwood  Building,  Room  405 

Bethesda,  MD  20892 

Telephone:  (301)  496-7326 

For  fiscal  and  administrative  matters,  contact: 

Diane  M.  Watson 

Grans  Management  Officer 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  407-A 
Bethesda,  MD  20892 
Telephone:  (301)  496-7495 


ONGOING  PROGRAM  ANNOUNCEMENTS 


CHILD  AND  ADOLESCENT  MENTAL  HEALTH  SERVICE  SYSTEM  RESEARCH  DEMONSTRATION 

PROJECTS 

PA:  PA-91-40 

P.T.  34,  AA;  K.W.  0715095,  0715129,  0403004 
National  Institute  of  Mental  Health 
PURPOSE 

This  announcement , based  on  recommendations  in  the  ''National  Plan  for  Research 
on  Child  and  Adolescent  Mental  Disorders"  and  on  part  of  the  National 
Institute  of  Mental  Health  (NIMH)  Publ ic- Academic  Liaison  (PAL)  initiative,  is 
intended  to  stimulate  investigator- initiated  research  demonstration  projects 
( R 1 8s ) of  State  and  local-level  service  systems  for  children  and  adolescents 
with,  or  at  risk  for,  serious  emotional  or  mental  disorders.  The  purpose  of 
this  announcement  is  to  advance  the  development  of  research  that  will 
contribute  to  the  establishment  and  maintenance  of  effective  mental  health 
service  delivery  systems  for  children  and  adolescents  W’ith,  or  at  risk  for, 
serious  emotional  or  mental  disorders,  especially  those  systems  that  include 
community-based  services  and  interagency  coordination. 

A number  of  factors  have  converged  to  create  a need  for  a research 
demonstration  program  that  can  enhance  service  systems  developed  previously 
under  the  Child  and  Adolescent  Service  System  Program  (CASSP).  First,  States 
and  communities  have  moved  toward  the  creation  of  balanced  systems  of  care 
that  encompass  a full  range  of  community-based  service  options  for  children 
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and  adolescents  with  severe  emotional  disturbance  and  their  families.  This 
has  created  new  challenges  in  understanding  how  to  develop  effective  service 
delivery  systems  to  meet  the  needs  of  this  population.  Second,  to  meet  the 
requirements  of  P.L.  99-660,  States  are  increasingly  interested  in  improving 
their  systems  of  care  for  children  and  adolescents . And  third , there  is  an 
increasing  interest  in  the  development  of  interventions  to  improve  outcomes  in 
high-risk  children  and  adolescents  ( as  reflected  in  P.L.  99-457 ) . 

Areas  that  particularly  need  to  be  studied  include  innovative  service  system 
models  that  follow  the  CASSP  principles  of  multi-agency,  community -based , 
child  and  family -centered  care . Such  models  are  being  developed  by  State  and 
private  service  system  demonstration  efforts  ( e . g . , the  Robert  Wood  Johnson 
Foundation  Child  Mental  Health  Initiative) . Also , 1 ittle  is  known  about  youth 
at  risk  for  severe  emotional  disturbance . Appropriate , accessible , and 
comprehensive  services  for  these  troubled  youth  are  uncommon , and  little 
systematic  research  has  been  conducted  to  determine  the  characteristics  of 
this  populat ion  and  the  most  ef f icac ious  way  of  organizing  and  provid ing  a 
system  of  care  for  them . Even  those  service  models  that  successfully  manage 
and  coordinate  care  for  this  population  have  not  been  rigorously  studied.  The 
research  demonstration  mechanism  will  provide  a rigorous  approach  to  study  the 
effectiveness  of  innovative  models  of  providing,  organizing,  and/or  financing 
services  for  children  and  adolescents  with , or  at  risk  for , serious  emotional 
and  mental  disorders  by  studying  service  interventions  appl ied  in  actual 
service  settings. 

Applications  for  research  demonstration  projects  must  be  designed  to  address 
specific  questions  and  produce  data  that  show  the  effectiveness  of  different 
approaches  to  service  system  development . Invest igators  are  especially 
encouraged  to  assess  the  system  from  the  perspective  of  ind ividual  children 
and  families  and  to  include  clinical  outcome  measures  as  well  as  assess  the 
broader  impact  of  these  new  systems  on  both  child  and  family  functioning  and 
quality  of  life. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research , ADAMHA  requires  appl icants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations . If  women  and  minorities  are  not  included  in  the  study 
populations  for  cl inical  studies  > a specific  just  if ic at  ion  for  this  exclusion 
must  be  provided . Appl icat ions  without  such  documentation  will  not  be 
accepted  for  review . 

ELIGIBILITY 

Only  State  mental  health  authorities , other  State  agencies  in  which  the 
State-wide  responsibil ity  for  child  mental  health  resides , or  other  State 
child  services  coordinating  organizations  as  designated  by  the  Governor , are 
eligible  to  apply  for  these  grants  in  coordination  with  local  service 
agencies , universities , and  research  organizations . Appl icat ions  from  the 
latter  organ izat ions  must  be  accompanied  by  a letter  from  the  Governor  making 
such  a designation . Entities  that  have  been  so  designated  from  a prior  CASSP 
grant  need  not  submit  an  additional  letter  of  designation . Women  and  minority 
investigators  are  especially  encouraged  to  be  included  in  the  appl icat ion . 

Since  these  grants  are  for  service  system  development  for  children  and 
adolescents  with , or  at  risk  for , serious  emot ional  or  mental  disorders  at  the 
State  and  then  the  community  level,  it  is  imperative  that  the  proper  State 
mental  health  financing  and  planning  authority  be  the  entity  from  which  the 
grant  activities  are  performed . The  degree  of  coordination  across  State 
agencies  required  to  develop  the  type  of  systems  needed  by  the  target 
population  can  best  happen  at  the  State  level . 

APPLICATION  PROCEDURES 

Applicants  must  use  the  current  version  of  form  PHS  398  (revised  10/88).  PHS 
398  application  kits  are  available  from  most  universities  and  are  also 
available  from: 

Child  and  Family  Support  Branch 
Division  of  Appl ied  and  Services  Research 
National  Inst itute  of  Mental  Health 
5600  F ishers  Lane , Room  11C-05 
Rockville,  MD  20857 
Telephone:  (301)  443-1333 
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Type  the  number  of  this  Program  Announcement  PA-91 -AO  and  the  title  "Child  and 
Adolescent  Mental  Health  Services  Research  Demonstration  Project"  in  item  2 of 
the  face  page  of  the  application. 

The  original  and  six  (6)  copies  of  the  application  must  be  received  (not 
postmarked)  by  the  close  of  business  on  receipt  date  at  the  latest; 
applications  received  after  receipt  date  will  be  held  for  review  during  the 
next  cycle. 

Applications  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda , MD  20892** 

PERIOD  OF  SUPPORT  AND  AVAILABILITY  OF  FUNDS 

Applications  assigned  to  NIMH  will  be  considered  for  a maximum  of  three  years 
of  support  to  cover  both  direct  and  indirect  costs.  It  is  recognized  that 
applicants  may  want  to  extend  the  period  of  support  to  continue  a longitudinal 
study  of  subjects.  When  such  a design  is  anticipated,  applicants  should 
outline  the  full  scope  of  the  project  and  propose  to  reapply  during  the  third 
year  for  competitive  continuation  funding.  In  FY  1990,  approximately  $1.5 
million  was  available  to  support  four  projects. 

RECIPT  AND  REVIEW  SCHEDULE 


To  be  considered  for  FY  1991  funding,  applications  must  be  submitted  by  June 
1,  1991. 


Applications  that  are  received  after  the  June  1,  1991,  receipt  date  will  be 
reviewed  in  accordance  with  the  regular  review  schedule: 


Receipt  Dates  Initial 
New/Renewal  Review 


Advisory  Council  Earliest 
Review  Start  Date 


June  1/July  1*  Oct. /Nov. 
Oct.  1/Nov.  1*  Feb. /Mar. 
Feb.  1/Mar.  1*  May/June 


Jan . /Feb . 
May/ June 
Sept . /Oct . 


Apr . 1 
July  1 
Dec . 1 


*Amended  applications  (new  or  renewal)  are  to  be  submitted  on  the  latter 
dates . 


Applicants  are  encouraged  to  contact  Institute  staff  before  applying  for  an 
award : 

Ira  S.  Lourie,  M.D. 

Chief,  Child  and  Family  Support  Branch 
or  Diane  L.  Sondheimer 

Chief,  Research  Demonstration  Program,  CFSB 

Division  of  Applied  and  Services  Research 

National  Institute  of  Mental  Health 

Parklawn  Building,  Room  11C-05 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-1333 

For  fiscal  and  administrative  matters,  contact: 

Stephen  Hudak 

Chief,  Grants  Management  Section 
National  Institute  of  Mental  Health 
Parklawn  Building,  Room  7C23 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-4456 
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ECONOMICS  OF  AGING.  HEALTH.  AND  RETIREMENT 


PA:  PA-91-41 

P.T.  34,  CC;  K.W.  0710010,  0715000,  0408006,  0413001,  0417000 
National  Institute  on  Aging 

I.  BACKGROUND  AND  GOALS 

The  National  Institute  on  Aging  (NIA)  invites  qualified  researchers  to  submit 
applications  on  the  Economics  of  Aging,  Health,  and  Retirement. 

Research  in  economic  and  health  issues  relevant  to  the  older  population  will 
be  particularly  important  given  continued  increases  in  life  expectancy.  With 
these  additional  years  of  old  age,  new  patterns  of  labor  force  participation 
and  retirement  have  emerged.  For  example,  in  the  U.S.  older  workers, 
particularly  men,  are  living  longer  yet  retiring  earlier.  Work  behaviors  are 
directly  related  to  the  economic  status  of  the  elderly  population.  Many  of 
the  oldest  elderly  women,  especially  those  who  are  widowed  and  who  did  not 
participate  continually  in  the  labor  force,  have  an  especially  high  rate  of 
poverty.  As  the  size  of  this  fast  growing  subgroup  of  the  older  population 
increases,  shifts  in  the  financial  well-being  of  the  older  population  can  be 
expected.  In  the  future,  many  older  persons  may  have  inadequate  financial 
resources  to  support  themselves  during  lengthy  periods  of  chronic  illness  or 
disabil ity . Research  that  focuses  on  the  current  profile  of  labor  force 
part ic ipat ion  and  health  is  needed  to  identify  emerging  patterns  and  trends 
among  the  elderly . 

Given  the  impending  changes  in  the  size , composition,  and  characteristics  of 
the  elderly  population , research  on  1 if e course  transitions  of  the  elderly  is 
necessary  to  ensure  the  provision  of  health  and  retirement  services  for 
tomorrow ' s elderly . Over  the  life  course , people  face  a number  of  economic 
constraints  within  which  they  have  to  make  a series  of  decisions , for  example , 
how  much  to  save  for  retirement , when  to  retire , what  types  of  life,  health, 
and  long-term  care  insurance  to  carry , how  to  consume  savings , when  to  sell  a 
house , with  whom  to  1 ive . Functional  limitations  also  play  a role  in  economic 
decision  making  of  the  elderly . For  example , an  older  disabled  person  may 
choose  to  1 ive  with  a child  rather  than  use  community  care  services . These 
financial  decisions  eventually  affect  the  well-being  of  the  older  person . 

Thus , transitions  in  work , economic  well-being,  health , and  interdependency 
are  all  interwoven,  and  research  on  1 ife  course  transitions  is  needed  to 
better  understand  such  complex  relationships . 

This  announcement  reflects  the  broad  responsibilities  of  the  NIA  that  was 
established  by  law  in  1974  for  the  "conduct  and  support  of  biomedical,  social, 
and  behavioral  research  and  training  related  to  the  aging  process  and  the 
diseases  and  other  special  problems  and  needs  of  the  aged."  This  announcement 
is  coordinated  with , but  does  not  replace , other  relevant  announcements  from 
the  Behavioral  and  Social  Research  Program,  such  as  Behavioral  and  Social 
Research  on  Aging,  the  Oldest  Old,  and  Formal  Health  Care.  While  this 
announcement  is  focused  primarily  on  economic  analysis , several  of  these 
research  issues  include  demographic , sociological , and  psychological 
approaches , as  in  these  other  announcements . 

II.  SPECIFIC  OBJECTIVES 

A wide  range  of  studies  related  to  health  and  retirement  economics  of  the 
elderly  are  sol icited , including  studies  of  A)  the  dynamics  of  life  course 
transitions , B ) cross-sectional  and  trend  analyses , and  C)  methodological 
analyses . 

Longitudinal  studies  of  transitions  over  the  life  course , including 
cross-cultural  comparisons , are  of  particular  interest . Cross-sectional 
studies  are  also  of  interest ; in  some  cases  cross-sectional  studies  may  be  the 
most  appropriate , and  in  other  cases  longitudinal  data  may  be  unavailable . 
Appropriate  methodological  studies  are  welcome . In  addition , appl icant s may 
propose  experiments  and  innovat ions  that  will  lead  to  the  enhanced  well-being 
of  older  people . 

The  following  is  a nonexhaust ive  listing  of  major  topics  of  concern;  projects 
that  focus  on  under-researched  topics  are  particularly  encouraged. 

A.  Studies  of  Life  Course  Transitions 

Aging  can  be  considered  a movement  through  a series  of  life  events.  A dynamic 
approach  to  the  study  of  life  course  events  recognizes  that  transitions  are 
not  only  dependent  on  factors  present  at  the  time  of  transition,  but  are  also 
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related  to  previous  transitions.  Major  life  course  transitions  relate  to  work 
and  retirement  decisions,  wealth  accumulation  and  decumulation,  health  status 
changes,  long-term  care,  and  housing  and  living  arrangements. 

1 . Labor  force  participation  and  retirement 

Most  analyses  of  labor  force  participation  and  retirement  have  been  static; 
the  few  dynamic  models  have  oversimplified  the  complex  processes  in  work 
transitions  and  labor  market  exits.  Behavioral  models  are  needed  to  explain 
research  questions  such  as: 

o What  are  the  economic  antecedents  and  consequences  of  retirement? 

What  are  the  relative  magnitudes  of  pension  and  health  (or  other 
social)  effects  on  retirement?  How  do  economy-wide , firm-specific, 
and  occupation-specific  ( e . g . , health  and  scientific  personnel, 
academics,  agricultural  workers)  factors  influence  full-time  to 
part-time  employment  transitions?  What  are  the  economic, 
organizational,  and  perceptual  factors  related  to  early  retirement 
plans? 

o How  does  disease  progression  interact  with  the  work  environment  of 
older  workers? 

o What  are  the  economic  implications  of  programs  designed  to 

encourage  older  persons  to  remain  in  or  re-enter  the  labor  force? 

How  will  the  American's  with  Disadvantages  Act  impact  on  disabled 
older  workers?  What  factors  encourage  employees  to  retain  older 
disabled  workers? 

2.  Economic  well-being 

Although  the  financial  status  of  the  older  population  has  improved  on  average, 
significant  subgroups  of  this  population  experience  considerable  economic 
hardship  and  poverty.  Little  is  known  about  the  dynamics  of  entry  into 
poverty  in  old  age.  Our  knowledge  of  the  changes  over  time  in  consumption  of 
goods  and  services  by  the  elderly  is  also  limited.  Studies  should  focus  on 
both  the  causes  and  effects  of  changes  in  economic  well-being  of  older 
persons,  and  may  include  topics  such  as: 

o What  are  the  effects  on  income  and  wealth  of  events  such  as 

widowhood,  divorce,  remarriage,  illness,  retirement,  and  migration? 

What  factors  erode  or  enhance  economic  well-being  of  older  people 
and  how  can  these  be  incorporated  in  public  policy?  What  are  the 
special  factors  affecting  minority  elderly,  women  or  men,  living 
alone,  and  the  oldest  old? 

o What  are  the  implications  of  current  and  projected  patterns  of 
bequests  and  inheritances? 

o How  does  financial  status  affect  transitions  in  the  health  and 
well-being  of  older  people? 

o What  are  the  economic  aspects  of  inter-generational  exchanges,  such 
as  the  provision  of  care  in  the  home  by  friends  and  relatives? 

3.  Health  and  functioning 

Since  there  have  been  virtually  no  data  sources  that  include  adequate 
longitudinal  information  on  health  and  economic  status  combined,  little  is 
known  about  the  economic  causes  and  consequences  of  illness  and  disability . 
Questions  of  interest  include : 

o How  do  disease  progression  and  changes  in  functional  status 

interact  with  health-care  expenses , wealth , and  economic  well-being 
of  older  persons  and  their  spouses  and  children?  How  is  economic 
status  correlated  with  health  and  functional  status  ( including 
duration  of  disabl ing  episodes ) over  the  life  cycle , and  what  are 
the  impl ications  of  these  correlates? 

o What  are  the  costs  of  chronic  diseases  of  old  age  such  as 

Alzheimer ' s , arthritis , heart  disease , diabetes , general  frailty , 
and  the  economic  benefits  of  interventions  such  as  prevention , 
geriatric  assessment , and  case  management?  How  should  such 
calculations  treat  issues  such  as  co- morbidities , competing  causes 
of  death , and  the  direct  (monetary)  and  indirect  ( e . g . , 
opportunity)  costs  of  caretaking? 
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o What  is  the  impact  of  cognitive  impairment  on  financial  well-being 
and  economic  decision  making? 

4 . Long-term  care 

The  recent  dramatic  increases  in  the  costs  of  care  in  nursing  homes  and  at 
home  have  lent  themselves  to  even  more  dramatic  projections  of  future  costs  o 
long-term  care.  Research  is  needed  to  improve  these  forecasts  and 
projections,  for  they  serve  as  the  actuarial  bases  for  private  and  public 
long-term  care  insurance  plans.  Specific  research  topics  include: 

o What  is  the  capacity  of  individuals  to  pay  for  the  care  that  may  be 
needed? 

o How  do  economic  variables  affect  the  demand  and  use  of 

institutional  and  paid  community  care  and  what  role  do  economic 
factors  play  in  choosing  between  various  types  of  care  services 
over  the  life  course? 

o How  do  patterns  of  financing  affect  the  mix  of  impairments  within 
institutions?  How  does  the  availability  of  Medicaid  affect 
decisions  to  institutionalize  older  people? 

5.  Housing  and  living  arrangements 

Research  on  the  living  arrangements  of  the  elderly  has  for  the  most  part  been 
confined  to  cross-sectional  analyses  and  many  cross-sectional  economic 
analyses  of  newly  emerging  forms  of  housing  and  living  arrangements  remain  to 
be  done.  A life-course  approach  to  housing  and  living  arrangements  might 
examine  the  causes  of  changes  in  living  arrangements  or  in-home  ownership 
status.  Relevant  questions  include: 

o How  do  transitions  in  health  status,  family  composition,  and  the 
ability  to  pay  for  medical  care  relate  to  changes  in  living 
arrangements  of  older  persons? 

o How  are  housing  decisions  incorporated  into  the  financial  planning 
of  older  people?  What  are  the  implications  of  projected  changes  in 
the  value  of  housing? 

6.  Comparative  analyses 

Cross-national  and  cross-State  data  are  useful  in  assessing  the  role  of 
policies  and  institutions  over  time  on  the  health  and  economic  well-being  of 
older  populations.  Questions  of  interest  include: 

o How  does  the  income  mix  of  the  elderly  vary  across  countries?  How 
do  the  various  income  and  retirement  policies  affect  the  age  and 
process  of  retirement?  How  does  the  return- to -work  phenomena  vary 
across  industrialized  countries?  Who  are  the  poor  elderly  in  other 
nations?  What  have  been  the  effects  of  social  experiments  such  as 
reverse  annuity  mortgages  in  other  countries?  Are  the  causes  and 
consequences  of  retirement  similar  across  industrialized  countries? 

o How  do  different  State-level  long-term  care  policies,  such  as 
Medicaid  and  cert  if ic ate -of -need  laws,  affect  the  health  and 
economic  well-being  of  older  people? 

o Are  health  systems  of  other  industrialized  nations  more  cost 
effective  in  increasing  the  life  and  especially  active  life 
expectancy  of  older  people?  What  is  the  effect  of  population  aging 
on  the  health  sector  expenditures  in  developing  nations? 

This  program  announcement  is  oriented  towards  the  industrialized  countries; 
however,  NIA  is  collaborating  with  the  Agency  for  International  Development 
and  the  World  Health  Organization  to  encourage  increased  research  in  less 
developed  countries,  including  collaborative  research  projects  between  U.S. 
institutions  and  researchers  in  other  countries.  Investigators  interested  in 
such  studies  should  contact  the  Behavioral  and  Social  Research  (BSR)  Program 
officer  listed  below. 

B.  Cross-sectional  and  Trend  Analyses 

While  the  dynamic  life  course  methodological  approach  is  useful  in  a variety 
of  research  areas,  cross-sectional  and  trend  analyses  are  also  important  in 
many  under-researched  areas.  Examples  of  issues  of  interest  include: 
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o How  do  economic  conditions  of  older  people  vary  across  minority 
groups  and  how  have  they  changed  over  time? 

o How  do  resources  versus  needs  vary  by  age  within  the  elderly 
population? 

o What  is  the  extent  and  mix  of  private  health  insurance  coverage  in 
the  older  population,  and  what  are  the  costs  to  employers  of 
retiree  health  benefits? 


o How  important  are  extended  kin  to  household  economic  well-being, 
and  what  are  the  patterns  of  resource  sharing  within  families  and 
across  households? 

o What  are  the  consumption  patterns  of  older  people? 

C.  Methodological  Studies 


Appropriate  methodological  studies  are  welcome.  Improved  methods  for 
measuring  the  costs  of  illness  and  disability  among  older  people  are  needed. 
Descriptive  studies  may  also  be  needed,  for  example,  that  sharpen  and  improve 
the  definitions  and  measurements  of  initial  and  subsequent  states  used  in 
dynamic  models.  Studies  that  calibrate  and  improve  various  measurements, 
e.g.,  equivalence  scales,  for  example  of  poverty,  economic  well-being,  and 
health  status,  are  needed,  along  with  new  survey  instruments  that  collect 
valid  retrospective  data  on  lifetime  financial  and  labor  force  history. 
Econometric  innovations  that  contribute  to  the  analysis  in  social  and 
biomedical  sciences  of  the  complex  multivariate  dynamic  life-course  processes 
are  also  welcome. 


III.  CONCEPTUALIZATION  AND  METHODOLOGY 


A wide  variety  of  studies  are  encouraged  including  studies  that  involve 
primary  data  collection  and  studies  that  analyze  and  model  archived  data. 
Cross-sectional,  synthetic  cohort,  panel,  and  dynamic  analyses  of  true 
longitudinal  data  are  all  encouraged;  the  development  of  models,  including 
micro-simulation  models,  is  welcome;  the  appropriate  methodology  should  be 
selected  in  view  of  the  particular  research  question.  Macro-level  analyses 
where  the  major  focus  is  on  the  implications  of  population  aging  may  be 
appropriate.  International,  State-regional  perspectives  and  cross-national 
studies  can  often  provide  powerful  insights  into  circumstances  of  older  people 
in  this  nation,  and  comparative  studies  are  encouraged  where  relevant.  Some 
problems  will  require  collaboration  with  scientists  from  several  disciplines; 
such  studies  are  also  encouraged. 

IV.  DATA  RESOURCES 


Following  the  Report  of  the  Ad  Hoc  Advisory  Panel  on  Extramural  Program 
Priorities  for  Data  Collection  in  Health  and  Retirement  Economics  (copies  of 
which  may  be  obtained  from  the  BSR  Program  contact  listed  below),  many  of  the 
national  survey  data  bases  (such  as  the  Health  and  Retirement  Survey,  the 
Consumer  Finance  Survey,  the  Survey  on  Income  and  Program  Participation,  the 
Longitudinal  Study  on  Aging,  the  National  Longitudinal  Surveys  of  Labor  Market 
Experience,  the  National  Long  Term  Care  Survey,  the  National  Nursing  Home 
Followup  Survey,  and  the  Panel  Study  on  Income  Dynamics)  are  in  the  field  or 
are  undergoing  major  enhancements  (e.g.,  new  supplements  and  reinterview 
waves;  linkages  to  administrative  data  such  as  the  National  Death  Index  or 
Medicare  Files)  that  will  increase  their  value  for  research  on  aging. 
Applicants  may  obtain  information  from  staff  or  the  University  of  Michigan 
National  Computerized  Archive  on  Data  on  Aging  for  these  and  other  databases. 
Applicants  proposing  major  data  collection  efforts  or  enhancements  must 
address  in  their  application  the  sharing  and  archiving  all  such  newly  created 
data  resources.  Where  data  confidentiality  issues  present  barriers  to 
archiving,  as  in  the  case  of  firm-level  proprietary  data,  or  community  data 
and  epidemiological  studies,  applicants  should  consult  BSR  staff  for  advice. 

V.  INCLUSION  OF  MINORITIES  AND  WOMEN 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 
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The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of 
the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 

Applicants/offerors  are  urged  to  assess  carefully  the  feasibility  of  including 
the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognize  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic 
minority  populations  Ci.e.,  Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics) . The  rationale 
or  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials . 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards , the  pol icy  on  inclusion  of  women  appl ies  fully;  since  the 
def init ion  of  minority  differs  in  other  countries , the  appl icant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
review  will  be  deferred  until  the  information  is  provided . 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
appl icat ion  conforms  to  these  pol ic ies . If  the  represent at  ion  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate , it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl icat ion . 

All  appl icat ions  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  pol icies . NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  pol ic ies . 

VI.  ELIGIBILITY 

Applications  for  research  grants  may  be  made  by  public  or  private,  for-profit 
or  non-profit  organizations , such  as  universities , colleges , hospitals , or 
laboratories.  Women  and  minority  investigators,  in  particular,  are  encouraged 
to  apply. 

VII.  MECHANISMS  OF  SUPPORT 

The  primary  mechanisms  for  support  of  this  initiative  are  the  research  project 
grant  (R01),  program  project  (P01),  FIRST  award  (R29),  institutional  training 
grant  (T32),  individual  fellowships  (F32,  F33),  and  research  career 
development  awards  (K04) . 

VIII.  REVIEW  CRITERIA  AND  APPLICATION  PROCEDURES 

R01 , R29,  F32,  F33  and  K04  applications  will  be  reviewed  for  scientific  and 
technical  merit  by  an  appropriate  Initial  Review  Group  of  the  Division  of 
Research  Grants.  All  other  applications  will  be  reviewed  by  an  appropriate 
Institute  review  group.  Secondary  review  will  be  by  the  corresponding 
National  Advisory  Council . Applications  compete  on  the  basis  of  scientific 
merit . 

Although  it  is  not  required , potent ial  appl icants  are  encouraged  to  contact 
NIA  staff  in  advance  of  formal  submission . This  may  be  accomplished  by 
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calling  the  program  office  listed  below.  Requests  for  additional  information 
should  be  addressed  to: 

Richard  Suzman,  Ph . D . 

Behavioral  and  Social  Research  Program 
National  Institute  on  Aging 
Building  31 , Room  5C32 
Bethesda,  MD  20892 
Telephone:  (301)  496-3136 

For  fiscal  and  administrative  matters,  contact: 

Joe  Ellis 

Grants  and  Contracts  Management  Office 
National  Institute  on  Aging 
Building  31 , Room  5C07 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

Applicants  must  use  the  research  project  application  form  (PHS  398,  revised 
10/88,  reprinted  9/89)  that  is  available  at  the  applicant's  institutional 
research  office  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  NIH  (301-496-7441).  Individual  fellowship  applicants  must  use  PHS 
416-1  (revised  7/88).  In  order  to  expedite  the  application's  routing,  please 
check  the  box  on  the  application  face  sheet  indicating  that  your  proposal  is 
in  response  to  this  announcement  and  type  (next  to  the  box)  "Economics  of 
Aging,  Health  and  Retirement,  PA-91-41." 

The  application  (with  six  copies)  must  be  mailed  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

If  applying  for  an  F32,  the  application  and  only  two  copies  need  to  be  sent  to 
the  above  address. 

Receipt  dates  for  Research  Project  Grant,  Career  Development  Award,  and  FIRST 
Award  applications  are  February  1,  June  1,  and  October  1 of  each  year.  Those 
for  the  individual  fellowships  (F32,  F33)  and  institutional  training  grants 
(T32)  applications  are  January  10,  May  10,  and  September  10. 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.866.  Agency  Research  Awards  will  be  made  under  the  authority  of  the  Public 
Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42 
USC  241  and  41  USC  289)  and  be  subject  to  PHS  Grant  Policies  and  Federal 
Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to 
Health  Systems  Agency  review. 


CLINICAL  CANCER  THERAPY  RESEARCH 

PA:  PA-91-42 

P.T.  34;  K.W.  0715035,  0740020,  0745005,  0755025,  0785140 
National  Cancer  Institute 

Application  Receipt  Dates:  June  1,  October  1,  February  1 
I . PURPOSE 

The  National  Cancer  Institute  (NCI)  seeks  grant  applications  to  conduct 
clinical  therapeutic  studies  of  neoplastic  diseases  in  human  subjects. 

Clinical  research,  by  definition,  involves  a clinician/patient-subject 
interaction  with  a therapeutic  intent.  This  Program  Announcement  (PA) 
encompasses  a full  range  of  therapeutic  studies  and  clinical  trials  employing 
drugs,  biologies,  radiation,  or  surgery.  The  intent  of  the  announcement  is  to 
encourage  clinical  researchers  to  translate  insights  in  cancer  biology  and  the 
development  of  new  agents  into  innovative  cancer  therapeutic  studies. 

This  type  of  grant  solicitation  (Program  Announcement)  is  utilized  when  it  is 
desired  to  encourage  invest igator- initiated  research  projects  in  areas  of 
special  importance  to  the  National  Cancer  Institute.  Applicants  who  will  be 
funded  under  this  PA  will  be  supported  through  the  customary  National 
Institutes  of  Health  (NIH)  grant-in-aid  (R01,  R29). 
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The  PHS  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  Healthy  People  2000,  a PHS-led  national  activity  for  setting 
priority  areas.  This  PA,  Clinical  Cancer  Therapy  Research,  is  related  to  the 
priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People 
2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325 
(telephone  202-783-3238). 

II.  BACKGROUND  INFORMATION 

In  the  past  several  years,  the  research  effort  into  understanding  the  basic 
biology  of  the  cancer  cell  has  been  highly  productive.  Recent  discoveries 
concerning  the  role  of  growth  factors,  genes  that  promote  and  suppress 
neoplasia,  mechanisms  of  treatment  sensitivity  and  resistance,  and  the  biology 
of  the  immune  systems  have  provided  the  basis  for  the  development  of  novel  and 
improved  cancer  treatments.  The  rate  of  progress  in  the  treatment  of  cancer 
will  depend  upon  the  translation  of  these  basic  and  preclinical  discoveries 
into  clinical  cancer  therapies.  The  NCI  supports  an  extensive  network  of 
clinical  and  laboratory  research  studies  related  to  cancer  therapy  through 
contracts,  grants,  and  cooperative  agreements.  At  present,  the  traditional 
research  grant  mechanism  (R01,  R29)  is  underutilized  by  clinical  investigators 
for  the  support  of  clinical  research.  The  Cancer  Therapy  Evaluation  Program 
(CTEP),  Division  of  Cancer  Treatment,  NCI,  the  program  primarily  responsible 
for  the  promotion  and  translation  of  new  basic  and  preclinical  research  into 
therapeutic  advances,  receives  relatively  few  research  grant  applications. 
Whereas  a Request  for  Applications  (RFA)  represents  a single  solicitation,  a 
PA  provides  the  opportunity  for  the  receipt  of  new  applications  on  an 
indefinite  basis.  NCI  encourages  clinical  investigators  to  submit  clinical 
therapeutic  studies  and  is  committed  to  moving  advances  in  basic  biology  and 
drug  development  into  the  clinical  setting. 

III.  RESEARCH  GOALS  AND  SCOPE 

The  Division  of  Cancer  Treatment  (DCT)  is  requesting  qualified  investigators 
to  develop  research  grant  applications  (R01,  R29)  involving  clinical 
therapeutic  studies  of  neoplastic  diseases.  Clinical  studies  must  involve 
human  subjects  and  be  designed  to  ultimately  improve  cancer  treatment.  The 
applications  may  include  single  or  multi- institutional  ( e . g . , consortia, 
cooperative  groups)  research  studies  with  appropriate  biological  correlates 
linked  to  these  studies.  New  clinical  therapeutic  studies  may  employ  drugs, 
biologies,  radiation,  or  surgery  used  as  single  agents/modalities  or  in 
combination.  Biological  correlative  studies  that  have  clinical  relevance  to 
cancer  therapies  and  are  aimed  at  improving  cancer  treatment  are  also 
appropriate . 

Some  examples  of  clinical  therapeutic  studies  include:  1)  therapies  based  on 

novel  mechanisms  of  action;  2)  mechanism  of  action  and  metabolic  studies  of 
antitumor  agents ; 3 ) studies  of  mechanisms  of  hormone- , drug-  or 
radiat ion -resistance  and  reversal ; 4 ) mechanism  of  act  ion  of  biological 
response  modifiers  in  the  treatment  of  cancer , e . g . , cancer  immunotherapy 
(monoclonal  antibodies , cytokines , antisense , and  vaccines ) alone  or  in 
combination  with  chemotherapeut ic  agents ; 5 ) mechanism  of  action  of  new  growth 
factor  targeted  therapies ; 6 ) new  radiation  therapies  or  radiation  modifiers 
to  enhance  cell  kill  or  protect  normal  tissue ; 7 ) surgical  therapies  in 
combination  with  therapeutic  agents. 

Some  examples  of  biological  correlative  studies  include : 1 ) phenotypic  or 

genotypic  alterations  that  appear  to  correlate  with  the  development  of  drug- , 
hormone- , or  radiation-resistance ; 2 ) oncogenes , growth  factors , and  specific 
ant igen  expression  on  tumor  cells ; 3 ) pharmacokinetic  and  pharmacodynamic 
measurements ; 4 ) biochemical  pharmacologic  parameters ; 5 ) imaging  studies  to 
assess  efficacy  of  treatment. 

Investigators  are  not  1 imited  to  the  above  areas  of  potent ial  studies . 

Cl inical  research,  by  definition,  must  involve  a cl  in ic ian/patient -subject 
interaction  with  a therapeutic  intent . 

Appl icants  from  institutions  that  have  a General  Cl inical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  are  requested 
to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 

IV.  MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  research  project  (R01  and  R29)  NIH 
grant-in-aid . Appl icants  will  be  responsible  for  the  planning , direction,  and 
execution  of  the  proposed  project.  All  PHS  and  NIH  grants  policies  will  apply 
to  applications  received  in  response  to  this  announcement.  Domestic 
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applicants  may  request  no  more  than  five  years  of  support,  and  foreign 
applicants  may  request  no  more  than  three  years.  Applications  submitted  in 
response  to  this  PA  will  compete  for  funds  with  all  other 

invest igator- initiated  applications.  The  award  of  grants  in  response  to  this 
PA  is  also  contingent  upon  the  availability  of  funds. 

V.  ELIGIBILITY  REQUIREMENTS 

Non-profit  organizations  and  institutions,  governments  and  their  agencies,  and 
occasionally  individuals  are  eligible  to  apply.  For-profit  organizations  are 
also  eligible  unless  specifically  excluded  by  legislation.  Both  domestic  and 
foreign  applicants  may  apply.  Applications  may  be  submitted  from  a single 
institution  or  may  include  arrangements  with  multiple  institutions  (e.g., 
consortia,  clinical  cooperative  group)  if  appropriate.  Applications  from 
minority  individuals  and  women  are  encouraged. 

VI.  REVIEW  PROCEDURES  AND  CRITERIA 

A.  REVIEW  PROCEDURE 

Upon  receipt,  applications  will  be  reviewed  initially  by  the  Division  of 
Research  Grants  (DRG)  for  completeness.  Incomplete  applications  will  be 
returned  to  the  applicant  without  further  consideration.  Applications  will  be 
assigned  on  the  basis  of  established  Public  Health  Service  referral 
guidelines.  Applications  will  be  reviewed  for  scientific  and  technical  merit 
by  appropriate  peer  review  groups.  Following  peer  review,  the  applications 
will  receive  a second-level  review  by  the  appropriate  national  advisory 
council/board . 

B.  SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of 
the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the 
broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes 
that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority 
populations  (i.e.,  Native  Americans  (including  American  Indians  or  Alaskan 
Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for 
studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  not  but  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States ' populations , including  minor it ies . 

If  the  required  information  is  not  contained  within  the  application,  the 
review  will  be  deferred  until  the  information  is  provided. 
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Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl icat ion . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

VII.  METHOD  OF  APPLYING 

The  research  grant  application  form  PHS  398  (revised  10/88)  must  be  used  in 
applying  for  these  grants  and  will  be  accepted  at  the  regular  application 
deadlines.  These  forms  are  available  at  most  institutional  business  offices; 
from  the  Office  of  Grants  Inquiries , Division  of  Research  Grants , National 
Institutes  of  Health,  Room  449,  Westwood  Building,  Bethesda,  MD  20892;  or  from 
the  NCI  Program  Director  named  below.  The  title  and  number  of  this 
announcement  must  be  typed  in  line  2 on  the  face  page  of  the  application . 

The  original  appl icat ion  and  six  (6)  signed  exact  photocopies  must  be 
submitted  or  delivered  to : 


Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

IX.  INQUIRIES 


Written  or  telephone  inquiries  concerning  the  objectives  and  scope  of  this  PA 
and  inquiries  about  whether  or  not  specified  proposed  research  would  be 
responsive  are  encouraged  and  should  be  directed  to  the  Program  Directors , Ms . 
Diane  Bronzert  and  Dr . Roy  Wu , at  the  address  below . The  Program  Directors 
welcome  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
appl icants . 


For  Technical  Information : 

Ms . Diane  A . Bronzert  or 
Dr.  Roy  S.  Wu 
Program  Directors 

Cancer  Therapy  Evaluation  Program 

Division  of  Cancer  Treatment 

National  Cancer  Institute 

EPN,  Room  734 

Bethesda , MD  20892 

Telephone : (301)  496-8866 

FAX  # : (301)  480-4663 


For  Business  Information : 

Ms.  Donna  Shields 
Grants  Management  Specialist 
National  Cancer  Institute 
EPS , Room  242 
Bethesda,  MD  20892 
Telephone : (301)  496-7800 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No 
93 . 395 , Cancer  Treatment  Research . Awards  are  made  under  the  author izat ion  of 
the  Public  Health  Service  Act , Sections  301 , 410,  and  411  (Public  Law  78-410, 
42  USC  241  as  amended , Public  Law  99-158,  42  USC  285a)  and  administered  under 
PHS  grant  policies  and  Federal  Regulations  at  42  CFR  Part  52  and  45  CFR  Part 
74 . This  program  is  not  subject  to  the  intergovernmental  review  requirements 
of  Executive  Order  1 2372  or  Health  Systems  Agency  review . 
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NOTICE  OF  MEETING 


CONFERENCE:  FOSTERING  SCIENTIFIC  INTEGRITY  IN  BIOMEDICAL  RESEARCH 

P.T.  42;  K.W.  1014004,  1014006 
National  Institutes  of  Health 

The  National  Institutes  of  Health  CNIH),  the  Association  of  American  Medical 
Colleges,  and  Washington  University  School  of  Medicine  are  co-sponsoring  an 
interactive  conference  for  biomedical  investigators,  research  administrators, 
and  university  attorneys  with  an  interest  in  fostering  the  integrity  of 
scientists.  The  goals  of  the  workshop  are  to  discuss  the  scope  of  the  problem 
of  scientific  misconduct;  to  identify  perceived  or  real  factors  contr ibut ing 
to  misconduct;  to  discuss  the  roles  of  Congress,  NIH,  and  institutions  in 
managing  allegations  of  scientific  misconduct;  to  examine  how  well  specific 
institutions  have  dealt  with  allegations  of  fraud,  plagiarism  or  other 
unacceptable  scientific  practices;  to  discuss  any  special  ethical 
considerations  associated  with  Industry/University  ties;  and  to  discuss  the 
responsibilities  of  authors  and  collaborators  in  maintaining  scientific 
integrity  in  research.  Several  break-out  sessions  will  address  focussed 
topics  of  particular  concern. 

This  conference  is  approved  for  credit  in  AMA  Category  1 . 

DATES:  April  25-26,  1990 

SITE:  The  Adams  Mark  Hotel,  St.  Louis,  MO 

PROGRAM  AND  REGISTRATION  INFORMATION:  Telephone:  (800)  325-9862,  interstate 

(314)  362-6893,  in  Missouri 

**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  Maryland  20816 


496  00471  8550 


/ 


* U.S.  G.P.0. -.1991-281-826:20041 
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NOTICE  OF  MAILING 
CHANGE 

□ Check  here  if  you  wish  to 
discontinue  receiving  this 
publication 


□ Check  here  if  your  address  has 
changed  and  you  wish  to  con 
tinue  receiving  this  publication 
Make  corrections  below  and 
mail  this  page  to: 
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NOTICES 


THE  NATIONAL  CELL  CULTURE  CENTER 

P.T.  3*4;  K.W.  0780015,  0780000,  07600*45 

National  Center  for  Research  Resources 

The  National  Cell  Culture  Center  is  a resource  facility  that  provides  large 
scale  mammalian  cell  culture  services.  The  Center,  available  to  researchers 
throughout  the  United  States,  has  been  established  to  alleviate  the  current 
shortage  of  facilities  and  expertise  required  to  meet  the  cell  culture  needs 
of  the  biomedical  research  community. 

Specifically,  the  Cell  Culture  Center  supports  basic  research  and  provides 
investigators  with  the  following  customized  services: 

o Large  quantity  production  of  mammalian  cells  in  suspension  or 
monolayer  cultures.  Quantities  range  from  10  to  150  liters. 

o Large  quantity  production  of  monoclonal  antibodies.  Quantities 
range  from  0.5  to  100  grams. 

o Large  quantity  production  of  non-hybridoma  cell  secreted  proteins. 
Quantities  vary  depending  on  individual  cell  lines. 

An  application  form,  obtained  from  the  Cell  Culture  Center,  should  contain  a 
description  of  the  relevant  research  project.  Following  approval  of  the 
application  by  the  Cell  Culture  Center's  Scientific  Advisory  Board,  the 
applicant's  cell  line  is  sent  to  the  Center,  and  grown  to  the  requested 
amount.  Researchers  are  charged  only  for  the  consumable  materials  and  a 
portion  of  the  labor  costs  required  for  each  project.  Application  forms  and 
inquiries  should  be  directed  to: 

Mark  Hirschel,  Ph.D. 

Director 

National  Cell  Culture  Center 
Endotronics,  Inc. 

Minneapolis,  MN  55*433 
Telephone:  1-800-325-1112 

The  Cell  Culture  Center  is  supported  by  a cooperative  agreement  award  from  the 
National  Center  for  Research  Resources,  NIH. 


NOTICE  FOR  APPLICANTS  USING  PHS  FORM  *416-1 

P.T.  34;  K.W.  1014006 
National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

INSERT  FLYER  FOR  APPLICANTS  USING  PHS  FORM  416-1  REGARDING  IMPLEMENTATION  OF 
THE  NIH/ADAMHA  POLICY  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDY  POPULATIONS 

The  purpose  of  this  notice  is  to  provide  special  instructions  to  research 
grant  and  cooperative  agreement  applicants  using  Form  PHS  416-1,  regarding  NIH 
and  ADAMHA  policies  concerning  the  inclusion  of  women  and  minorities  in 
clinical  research  study  populations.  These  policies  were  published  in  the  NIH 
Guide  for  Grants  and  Contracts  on  February  8,  1991,  Vol . 20,  No.  6. 

PRIORITY  ANNOUNCEMENT 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  USING  FORM  PHS  416-1  REGARDING 
IMPLEMENTATION  OF  THE  NIH/ADAMHA  POLICY  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NOTE:  THESE  INSTRUCTIONS  APPLY  ONLY  TO  THE  LIMITED  NUMBER  OF  GRANT  AND 
COOPERATIVE  AGREEMENT  APPLICANTS  WHO  PROPOSE  CLINICAL  RESEARCH  STUDIES,  WHICH 
INCLUDE  HUMAN  BIOMEDICAL  AND  BEHAVIORAL  STUDIES  OF  ETIOLOGY,  EPIDEMIOLOGY, 
PREVENTION  (AND  PREVENTIVE  STRATEGIES),  DIAGNOSIS  OR  TREATMENT  OF  DISEASES, 
DISORDERS,  OR  CONDITIONS,  INCLUDING,  BUT  NOT  LIMITED  TO,  CLINICAL  TRIALS. 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants,  cooperative  agreements  and  contracts  will  be  required  to  include 
minorities  and  women  in  study  populations  so  that  research  findings  can  be  of 
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benefit  to  all  persons  at  risk  of  the  disease,  disorder  or  condition  under 
study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of 
minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which 
disproportionately  affect  them.  If  women  or  minorities  are  not  included  or 
are  inadequately  represented  in  clinical  research,  particularly  in  proposed 
populat ions-based  studies,  a clear,  compelling  rationale  should  be  provided. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the 
broadest  possible  representation  of  minority  groups.  However,  NIH  and  ADAMHA 
recognize  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic 
minority  populations  Ci.e,  Native  Americans  (American  Indians  or  Alaskan 
Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for 
studies  on  single  minority  population  groups  should  be  provided. 

Beginning  immediately,  all  applications  submitted  to  NIH/ADAMHA  will  be 
required  to  address  this  policy. 

INSTRUCTIONS  TO  APPLICANTS 

Applications  must  include  a description  of  the  composition  of  the  proposed 
study  population  in  terms  of  gender  and  racial/ethnic  group,  together  with  a 
rationale  for  its  choice.  In  addition,  gender  and  racial/ethnic  issues  should 
be  addressed  in  developing  a research  design  and  sample  size  appropriate  for 
the  scientific  objectives  of  the  study.  This  information  should  be  included 
in  the  form  PHS  A 16-1  in  Part  I (Applicant),  Item  29. b.  (1)  - (3)  of  the 
Research  Proposal  AND  summarized  in  29. b.  (5)  Human  Subjects/Vertebrate 
Animals,  and  in  Part  II  (Sponsor),  Item  36.  Human  Subjects. 

Applications  must  employ  a study  design  with  gender  and/or  minority 
representation  (by  age  distribution,  risk  factors,  incidence/prevalence,  etc.) 
appropriate  to  the  scientific  objectives  of  the  disease,  disorder  or  condition 
being  studied. 

It  is  not  an  automatic  requirement  for  the  study  design  to  provide  statistical 
power  to  answer  the  questions  posed  for  men  and  women  and  racial/ethnic  groups 
separately;  however,  whenever  there  are  scientific  reasons  to  anticipate 
differences  between  men  and  women  with  regard  to  the  hypothesis  under 
investigation,  applicants  should  include  an  evaluation  of  gender  and  minority 
group  differences  in  the  proposed  study. 

If  adequate  inclusion  of  women  or  minorities  is  impossible  or  inappropriate 
with  respect  to  the  purpose  of  the  research,  the  health  of  the  subjects,  or 
other  reasons,  or  if  in  the  only  study  population  available  there  is  a 
disproportionate  representation  of  one  gender  or  minority/majority  group,  the 
rationale  for  the  study  population  must  be  well  explained  and  justified  in  the 
appl icat ion . 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  in  the  application. 

PEER  REVIEW 

Scientific  Review  Administrators  (formerly  Executive  Secretaries)  of  the 
Initial  Review  Groups  (IRGs)  will  request  written  clarification  from  the 
applicant  when  the  application  does  not  describe  and  justify  the  gender  or 
minority  composition  of  the  study  population.  If  such  information  is  not 
contained  within  the  application,  and  is  not  provided  upon  request,  the 
application  will  be  deferred  without  IRG  review  until  it  is  complete,  or  be 
returned  to  the  applicant.  In  the  case  of  responses  to  RFAs  with  single 
receipt  dates,  applications  that  are  not  brought  into  compliance  will  be 
returned  without  review,  rather  than  deferred. 

Scientific  Review  Administrators  of  all  scientific  IRGs  will  instruct  the  IRG 
members  that  the  assessment  of  scientific  and  technical  merit  of  applications 
must  include  an  evaluation  of  the  proposed  gender  and  minority  composition  of 
the  study  population  and  its  appropriateness  to  the  scientific  objectives  of 
the  study  and  to  this  policy.  If  the  representation  of  women  and  minorities 
in  a study  design  is  inadequate  to  answer  the  scientific  question(s)  addressed 
AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will 
be  considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will 
be  reflected  in  the  assigned  score  given  to  the  application.  When  preparing 
the  summary  statement,  the  Scientific  Review  Administrator  will  summarize  the 
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findings  and  recommendations  of  the  reviewers  on  this  policy  in  a special 
section  at  the  end  of  the  Critique  sub-headed:  Women  and  Minority  Subjects. 

Regardless  of  the  priority  score,  percentile  ranking  or  program  relevance  of 
the  proposed  research,  the  NIH  and  ADAMHA  funding  components  will  not 
fund/award  grants  that  do  not  comply  with  this  policy. 

APPLICANTS  SHOULD  CONTACT  NIH/ADAMHA  PROGRAM  STAFF  FOR  ADDITIONAL  GUIDANCE  IN 
INTERPRETING  THIS  POLICY  IN  THE  CONTEXT  OF  ANY  SPECIFIC  INSTITUTE,  CENTER  OR 
DIVISION  RESEARCH  PROGRAM  OF  NIH/ADAMHA. 

For  further  information  or  for  questions  concering  this  notice,  contact: 

Dr.  Samuel  Joseloff 
Chief,  Office  of  Grants  Inquiries 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  449 
Bethesda,  MD  20892 
Telephone:  C301)  496-7441 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


NEW  TECHNOLOGIES  FOR  DETECTING  ALL  GENES  AND  CODING  REGIONS  IN  GENOMIC  DNA 

RFA  AVAILABLE:  HG-91-02 

P.T.  34;  K.W.  1215018,  0755045,  1002008,  1002058 

National  Center  For  Human  Genome  Research 

Letter  of  Intent  Receipt  Date:  June  17,  1991 
Application  Receipt  Date:  July  15,  1991 

The  National  Center  for  Human  Genome  Research  (NCHGR)  invites  applications  for 
assistance  awards  to  support  the  development  of  new  technologies  capable  of 
(1)  detecting  all  coding  sequences  and/or  genes  in  genomic  DNA  or  (2) 
preparing  complementary  DNA  (cDNA)  libraries  that  are  representative  of  all 
expressed  genes. 

BACKGROUND 

There  are  several  approaches  to  detecting  coding  information  in  the  genome: 

(1)  identification  of  cDNAs  representing  expressed  genes;  (2)  identification 
of  sequences  conserved  across  species;  and  (3)  identification  of  sequences 
capable  of  being  expressed,  using  techniques  such  as  exon  trapping.  Problems 
in  using  these  approaches  for  thorough  screening  of  the  genome  include  the  low 
abundance  of  many  mRNAs  and  the  differential  tissue  or  developmental 
expression  of  many  genes.  Given  the  magnitude  of  the  effort  necessary  to 
identify  all  genes  and/or  coding  sequences  and  to  differentiate  non-coding 
sequences  from  coding  sequences,  new  or  significantly  improved  strategies  need 
to  be  developed  to  insure  that  all  coding  sequences  located  within  a region  of 
genomic  DNA  can  be  identified  and  characterized  in  an  expeditious  and 
cost-effective  manner. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDIES 

NIH  policies  concerning  research  on  human  subjects  apply  to  this  program.  For 
projects  involving  clinical  research,  NIH  requires  applicants  to  give  special 
attention  to  the  inclusion  of  women  and  minorities  in  study  populations . 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded  from  this  requirement . However , every 
effort  should  be  made  to  include  human  tissues  from  women  and  racial /ethnic 
minorities  when  it  is  important  to  apply  the  results  of  the  study  broadly , and 
this  must  be  addressed  by  applicants. 

RESEARCH  SCOPE 

Projects  responsive  to  this  Request  for  Appl ications  (RFA)  should  seek  to 
develop  new  technologies  or  research  strategies  to  identify  genes  and/or 
coding  sequences  in  genomic  DNA  or  to  isolate  cDNAs  in  a rapid,  thorough  and 
cost-effective  manner.  Applications  in  the  following  areas  are  encouraged: 

o Methods  of  identifying  all  the  genes  or  complete  coding  regions 
directly  from  genomic  DNA; 
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o New  methods  of  generating  high  quality,  full-length  cDNAs; 

o New  methods  of  generating  and  ordering  cDNA  libraries  that  are 

representative  of  the  complete  coding  information  content  of 
genomic  DNA  or  of  all  coding  regions  expressed  in  various  tissues. 

Emphasis  will  be  on  projects  that  are  based  on  experimental  rather  than 

computational  approaches. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  research  grants  (ROIs).  The  total 
amount  of  support  available  for  grants  under  this  RFA  is  approximately  $1.5 
million  for  the  first  year  of  the  project  and  is  contingent  upon  the 
appropriation  of  funds  for  this  purpose.  Approximately  six  awards  will  be 
made  and  will  be  contingent  upon  the  quality  of  the  applications  received. 

ELIGIBILITY 

Domestic  universities,  medical  colleges,  hospitals,  and  other  public  or 
private  research  institutions,  including  State  and  local  government  units,  are 
eligible.  Applications  from  minority  investigators  and  women  are  encouraged. 

LETTER  OF  INTENT 

Potential  applicants  are  asked  to  submit  a letter  of  intent  by  June  17,  1991. 
This  letter  should  include  a descriptive  title  of  the  proposed  research,  name 
of  the  Principal  Investigator  and  other  key  investigators  and  their 
institutions.  The  letter  of  intent  does  not  commit  the  sender  to  submit  an 
application,  nor  is  it  a requirement  for  submission  of  an  application. 

Letters  of  intent  should  be  sent  to  the  program  person  listed  at  the  end  of 
this  RFA. 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  in  response  to  this  announcement  will  be  reviewed  in  accordance 
with  the  usual  NIH  peer  review  procedures.  Applications  will  be  screened 
first  by  NIH  staff  for  responsiveness  to  this  RFA.  Those  deemed 
non-responsive  will  be  returned  to  applicants  or  referred  to  the  Division  of 
Research  Grants  for  processing  by  the  regular  procedure.  If  a large  number  of 
responsive  applications  is  received,  they  will  undergo  a preliminary  peer 
review  by  the  Genome  Research  Review  Committee,  NCHGR,  to  identify  the  most 
meritorious  ones.  Applications  that  are  deemed  non-competitive  by  this 
process  will  receive  only  a brief  critique  and  will  not  be  reviewed  further. 
The  remaining  applications  will  be  reviewed  for  scientific  and  technical  merit 
by  the  Genome  Research  Review  Group,  NCHGR.  The  second  level  of  review  will 
be  conducted  by  an  appropriate  national  advisory  council.  Review  criteria 
include  the  following: 

o Originality  and  innovativeness  of  the  approach; 

o Overall  scientific  and  technical  merit  of  the  research; 

o The  potential  of  the  proposed  work  to  attain  the  research 
objectives  outlined  in  this  RFA; 

o Training,  experience,  research  competence,  and  dedication  of  the 
invest igator ( s ) ; 

o Adequacy  of  available  facilities; 

o Provision  for  the  protection  of  human  subjects  and  the  humane  care 
of  animals;  and 

o Appropriateness  of  the  requested  budget  for  the  work  proposed. 

Applications  must  be  submitted  using  the  form  PHS  398  (rev.  10/88).  The  RFA 
label  available  in  the  revised  application  kit  MUST  be  affixed  to  the  bottom 
of  the  face  page.  Failure  to  use  this  label  could  result  in  delayed 
processing  of  the  application  such  that  it  may  not  reach  the  review  committee 
in  time  for  review.  Application  kits  are  available  in  the  business  or  grants 
offices  at  most  academic  or  research  institutions  and  from  the  Division  of 
Research  Grants,  National  Institutes  of  Health. 
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TIMETABLE : 


Receipt  Date:  July  15,  1991 
IRG  Review:  November  1991 
Council  Review:  February  1992 
Earliest  Funding  Date:  April  1992 

It  is  essential  that  applicants  type  "New  Technologies  for  Detecting  Genes  in 
Genomic  DNA"  and  the  RFA  number,  HG-91-02,  on  line  2 on  the  face  page  of  the 
application  form.  The  original  and  four  copies  of  the  application  must  be 
submitted  to : 

Grant  Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
5333  Westbard  Avenue 
Bethesda,  MD  20892** 

To  expedite  the  review  process,  it  is  also  important  to  submit  two  copies  of 
the  application  directly  to: 

Office  of  Scientific  Review 

National  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  604 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Funding  decisions  will  be  based  on  recommendations  of  the  initial  review  group 
and  the  advisory  council  regarding  scientific  merit  and  program  relevance,  and 
on  the  availability  of  funds. 

Prospective  applicants  are  encouraged  to  contact  staff  very  early  in  the 
planning  phase  of  the  application.  For  more  information  regarding  the  program 
or  a complete  copy  of  the  RFA,  please  contact: 

Bettie  J.  Graham,  Ph.D. 

Chief,  Research  Grants  Branch 

National  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  610 

Bethesda,  MD  20892 

Telephone:  (301)  496-7531 

E-mail:  B2G3NIHCU .BITNET;  B2G3CU.NIH.GOV 

For  information  about  PHS  Grant  Policy,  applicants  may  contact: 

Ms.  Alice  Thomas 

Chief,  Grants  and  Contracts  Management  Branch 
National  Center  for  Human  Genome  Research 
Building  38A,  Room  613 
National  Institutes  of  Health 
Bethesda,  MD  20892 

The  program  and  grants  management  officials  welcome  the  opportunity  to  clarify 
any  issues  or  questions  related  to  this  RFA  and  encourage  written  or  telephone 
inquiries . 


ONGOING  PROGRAM  ANNOUNCEMENTS 


SPECIALIZED  MENTAL  HEALTH  CLINICAL  RESEARCH  CENTERS 

GENERAL  MENTAL  HEALTH  CLINICAL  RESEARCH  CENTERS 

PA:  PA-91-43 

P.T.  04;  K.W.  0715095,  0715129 
National  Institute  of  Mental  Health 

The  National  Institute  of  Mental  Health  seeks  applications  for  the  support  of 
Specialized  Mental  Health  Clinical  Research  Centers  (SMH-CRC)  and  General 
Mental  Health  Clinical  Research  Centers  (GMH-CRC) . An  SMH-CRC  provides 
research  resources  that  are  to  be  used  by  a cooperating  group  of  researchers 
as  the  foundation  for  a research  program  focused  around  a single  major  theme, 
typically  a mental  disorder  or  a group  of  closely  related  disorders.  A 
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GMH-CRC  has  no  single  thematic  focus  but  provides  the  enabling  research 
infrastructure  to  support  a broad  range  of  mental  health  clinical 
investigations;  it  may  have  multiple  research  foci  that  are  not  necessarily 
related  in  nature.  Both  types  of  centers  provide  infrastructure  support, 
rather  than  support  for  specific  research  studies. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS-led  national 
activity  for  setting  priority  areas.  This  program  announcement,  "Specialized 
Mental  Health  Clinical  Research  Centers;  General  Mental  Health  Clinical 
Research  Centers,"  is  related  to  the  priority  area  of  mental  health. 

Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

This  announcement  supersedes  the  prior  announcements  for  Mental  Health 
Clinical  Research  Centers  (MH-CRC)  and  Clinical  Research  Centers  for  the  Study 
of  the  Psychopathology  of  the  Elderly  (CRC/PE)  and  will  govern  future 
competitive  renewals  for  existing  Centers,  as  well  as  applications  for  new 
Centers . 

These  grants  are  available  to  any  public  or  private,  nonprofit  institution, 
such  as  a university,  college,  hospital,  or  community  agency,  units  of  State 
and  local  government,  authorized  units  of  the  Federal  Government,  and 
for-profit  institutions  and  entities.  Each  of  the  Centers  should  involve  a 
clinical  facility  with  research  laboratory  capability  and  be  affiliated  with  a 
major  university  or  research  center.  No  organization  may  have  both  an  SMH-CRC 
and  a GMH-CRC,  and  it  may  not  have  more  than  one  GMH-CRC. 

Applications  for  NIMH  grants  are  required  to  include  both  women  and  minorities 
in  study  populations  for  clinical  research.  Research  projects  that  use  Center 
resources  should  incorporate  into  their  study  design  gender  and/or  minority 
representation  appropriate  to  the  scientific  objectives  of  the  work  proposed. 
If  representation  of  women  or  minorities  in  sufficient  numbers  to  permit 
assessment  of  differential  effects  is  not  feasible  or  is  not  appropriate,  the 
reasons  for  this  must  be  explained  and  justified. 

There  are  two  categories  of  grant  applications  under  each  of  these  two 
different  programs:  applications  for  Developing  Centers  (P20)  and 
applications  for  Mature  Centers  (P30).  The  intent  is  to  encourage  the 
broadened  use  of  the  clinical  research  center  approach  across  a wide  range  of 
institutions  at  various  stages  of  research  capacity  development.  The  funding 
cap  for  grants  for  Developing  Centers  is  $300,000,  plus  negotiated 
institutional  indirect  costs.  The  funding  cap  for  Mature  Centers  is 
$1,000,000,  plus  negotiated  institutional  indirect  costs. 

All  of  the  following  characteristics  must  be  apparent  in  each  application: 

Each  Center  should  provide  an  environment  of  scientific  excellence  that  will 
assure  the  highest  quality  research  and  leadership  in  its  particular  area(s) 
of  investigation.  Each  SMH-CRC  and  GMH-CRC  must  include  a research  apprentice 
or  career  development  component  that  is  an  integral  aspect  of  training 
programs  in  psychiatry,  nursing,  social  work,  clinical  psychology,  and/or 
graduate  training  programs  in  basic  science  departments  in  medical  and 
graduate  schools.  Each  Center  must  have  a scientifically  and  administratively 
well-qualified  Center  Director  with  primary  responsibility  for  administration. 
He  or  she  is  responsible  for  the  overall  coordination  and  development  of  the 
Center  as  a valuable  integral  resource  for  the  parent  institution  and  for  the 
quality  of  the  ongoing  research. 

The  Center  must  have  an  administrative  structure  that  will  assure  maximum 
effectiveness  and  efficiency  of  operation  and  sound  financial  practices.  The 
Center  should  have  access  to  sufficient  inpatient  and/or  outpatient  facilities 
to  ensure  availability  of  patients  for  the  specific  clinical  research 
programs.  The  Center  accomplishes  its  research  goals  through  the  provision  of 
core  facilities  and  research  laboratories  that  provide  an  infrastructure  for 
the  independently  funded  research  associated  with  the  Center.  The  provision 
of  these  facilities  is  designed  to  enhance  the  overall  research  effort. 

One  of  the  most  important  roles  of  a Developing  Center  is  that  of  a magnet  to 
draw  other  high  quality  scientists,  laboratories,  and  project  grants  into  the 
Center.  Application  for  a Developing  Center  should  not  be  made  if  the 
resources  for  a full  operating  Center  are  present.  Each  Developing  CRC  should 
be  capable  of  providing  research  experience  for  at  least  two  research 
apprentices  annually.  Such  apprenticeships  shall  be  made  available  to  junior 
faculty  and  postdoctoral  staff,  as  well  as  senior  residents.  Criteria  for 
Developing  Centers  include  the  quality  and  extent  of  institutional  support 
available  to  facilitate  the  development  of  the  Center;  the  likelihood  that  the 
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Center  will  develop  into  a fully  mature  Center  during  the  five  years  of 
support;  the  quality  of  the  plans  to  recruit  excellent,  new  research  faculty; 
and  the  likelihood  that  the  establishment  of  a Developing  Center  will 
facilitate  the  existing  research  activities. 

For  a Mature  Center,  the  research  program  must  be  focused  on  an  organizing 
theme  which  should  be  a clearly  defined  mental  disorder  or  related  group  of 
disorders  or  a specific  mental  health  problem  or  issue  of  major  scientific 
and/or  public  health  importance.  The  following  criteria  apply  specifically  to 
MH-CRCs : the  quality,  appropriateness,  and  originality  of  the  integrating 

theme,  including  its  logic  and  linear  development;  the  appropriateness  and 
novelty  of  the  research  questions  being  asked;  and  the  kind  and  degree  of 
synergistic  potential  of  the  individually  supported  research  projects. 

Applications  will  be  accepted  and  reviewed  according  to  the  regular  Center 
review  schedule.  Funding  for  Developmental  Centers  is  for  a five-year  period 
only.  Funding  for  Mature  Centers  can  be  for  a maximum  project  period  of  five 
years,  and  additional  project  periods  may  be  funded  following  competitive 
renewal . Actual  amounts  and  years  of  support  that  may  be  approved  and  awarded 
will  depend  on  the  appropriate  level  of  support  necessary  for  the 
scientifically  meritorious  work  proposed. 

Potential  applicants  may  seek  information  and  consultation  from  the  Division 
of  Clinical  Research,  NIMH,  by  contacting: 

Leonard  Lash,  Ph . D . , Chief 
Parklawn  Building,  Room  10-99 
Telephone:  (301)  443-3264 

For  Aging  Clinical  Research  Centers: 

Barry  D.  Lebowitz,  Ph.D.,  Chief 
Parklawn  Building,  Room  7-103 
Telephone:  (301)  443-1185 

For  grants  management  information: 

Stephen  J.  Hudak 

Parklawn  Building,  Room  7C-26 

Telephone:  (301)  443-4456 

The  address  for  all  of  the  above  is: 

National  Institute  of  Mental  Health 
5600  Fishers  Lane 
Rockville,  MD  20857 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.242.  Under  authority  of  Section  301  of  the  Public  Health  Service  Act,  as 
amended  PL  78-410,  42  U.S.C.  241,  the  National  Institute  of  Mental  Health 
provides  support  for  Clinical  Research  Centers. 


RESEARCH  GRANTS  ON  THE  NEUROLOGICAL  BASIS  OF  COGNITION 

PA:  PA-91-44 

P.T.  34;  K.W.  1002030,  0414005,  0705010 

National  Institute  of  Neurological  Disorders  and  Stroke 

This  program  announcement,  reissued  by  the  Division  of  Fundamental 
Neurosciences  of  the  National  Institute  of  Neurological  Disorders  and  Stroke 
(NINDS),  is  designed  to  encourage  the  submission  of  research  grant 
applications  dealing  with  the  neurological  basis  of  cognitive  processes. 

I.  BACKGROUND 

The  1990s  have  been  designated  as  the  Decade  of  the  Brain.  The  1980s  saw  a 
burgeoning  of  research  into  how  the  two  hemispheres  of  the  mammalian  brain 
differ  in  anatomy  and  in  their  contributions  to  cognitive  functions,  and  it 
can  now  be  expected  that  sophisticated  physiological  investigations  will 
provide  a more  thorough  understanding  of  mechanisms  that  underlie  asymmetrical 
brain  functions.  Recent  studies  have  demonstrated  a system  of  structures  in 
the  human  brain  supporting  mechanisms  of  attention;  different  components  of 
attention  will  likely  be  found  to  be  associated  with  different  neural  systems. 
Sex  differences  also  have  been  reported  in  brain  functions  underlying 
cognitive  processes,  but  possible  reasons  for  these  differences  are  not  yet 
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well  understood.  Lately,  research  on  cognitive  processes  has  intensified 
because  of  advances  in  understanding  the  neurobiology  of  cognitive  function. 
This  announcement  encourages  continued  research  in  this  field  and  development 
of  new  investigative  techniques. 

II.  SCOPE 

The  Division  presently  supports  research  on  the  nature  of  the  neurological 
basis  of  cognition,  some  of  which  resulted  from  an  announcement  on  the 
"Neurophysiology  of  Cognitive  Processes"  issued  a decade  ago.  The  present 
announcement  supersedes  the  earlier  one  and  is  meant  to  expand  this  area  of 
research . 

Examples  of  research  areas: 

Investigations  envisioned  by  this  announcement  could  include  the  following: 

o Localization  of  function  with  brain  scanning  devices,  using 

reliable  methods  of  assessing  such  functions  as  imagery,  closure, 
autobiographical  memory,  different  facets  of  attention  and  problem 
solving . 

o Neurophysiological  and  noninvasive  neuropsychological  research  on 
nonhuman  primates  engaged  in  language-relevant  communication, 
including  the  use  of  numbers.  If,  as  in  the  human  being  and 
certain  birds,  there  is  asymmetrical  function,  tracking  the 
localization  as  it  develops  can  provide  further  insight  into  the 
nature  of  the  mechanisms. 

o Comprehensive  analysis  of  gender  differences  on  the  effects  of 
circumscribed  static  neurological  lesions  upon  well-standardized 
cognitive  measures,  with  attention  to  comparing  patients  with 
either  anterior  or  posterior  locations  of  lesions,  subcortical  or 
cortical  locations,  right  or  nonright  handedness,  etc. 

o Neurophysiological  measures  obtained  from  nonhuman  primates  engaged 
in  repetitive  event-related  activities.  Certain  theories  about 
brain  function  during  event-related  potentials  might  profitably  be 
tested  in  primates  or  other  nonlissencephalic  animals.  Noninvasive 
methods  could  be  used  with  the  more  rare  and  endangered  species. 

o Investigations  of  episodic  and  semantic  memory  which  could  lead  to 
biologically  based  distinctions. 

III.  MECHANISM  OF  SUPPORT 

The  support  mechanisms  for  grants  in  this  area  are  individual  research  grants 
(R01),  program  projects  (P01),  and  First  Independent  Research  Support  and 
Transition  (FIRST)  awards  (R29). 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  are  to  be  prepared  on  form  PHS  398  (rev.  10/88)  using  the 
instructions  included  in  the  application  kit  available  from  the  Office  of 
Sponsored  Research  at  most  institutions,  from  the  Division  of  Research  Grants, 
National  Institutes  of  Health,  Westwood  Building,  Room  949,  Bethesda,  MD 
20892,  or  from  the  NINDS  address  given  below.  Additional  application 
guidelines  for  NINDS  P01  applications  should  be  obtained  from  NINDS  (see 
below) . 

Receipt  dates  for  new  research  project  grant  and  FIRST  award  applications  are 
February  1 , June  1 , and  October  1 . 

To  identify  responses  to  this  announcement,  indicate  "Research  Grants  on  the 
Neurological  Basis  of  Cognition,  PA-91 -44"  under  item  2 of  page  1.  A mailing 
label  is  provided  in  the  application  kit.  Send  the  signed  original  and  six 
exact  copies  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Applications  for  research  project  grants  and  FIRST  awards  will  be  reviewed  for 
scientific  and  technical  merit  by  an  appropriate  study  section  in  the  Division 
of  Research  Grants.  Secondary  review  will  be  provided  by  an  appropriate 
national  advisory  council.  Applications  judged  to  be  within  the  purview  of 
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other  Institutes  of  NIH  will  be  assigned  accordingly,  e.g.,  applications 
dealing  with  cognition  and  aging  would  be  sent  to  NIA. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to 
identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  In  such 
a case,  a letter  of  agreement  from  either  the  GCRC  progam  director  or 
Principal  Investigator  may  be  included  in  the  application. 

For  further  information,  and  for  program  project  guidelines  (POIs),  potential 
applicants  are  encouraged  to  call  or  write  to: 

Herbert  C.  Lansdell,  Ph.D. 

Division  of  Fundamental  Neurosciences 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  916 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  C301)  496-5745 

For  fiscal  and  administrative  matters,  contact: 

Patricia  Driscoll 

Grants  Management  Specialist 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  1004 

7500  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-9231 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of 
the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 

Applicants/offerors  are  urged  to  assess  carefully  the  feasibility  of  including 
the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic 
minority  populations  [i.e..  Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics] . The  rationale 
for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including,  but  not  limited  to,  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 
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If  the  required  information  is  not  contained  within  the  application,  the 
review  will  be  deferred  until  the  information  is  provided.  (For  RFAs,  change 
to  read:  If  the  required  information  is  not  contained  within  the  application, 
the  application  will  be  returned.) 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl icat ion . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

ELIGIBILITY  REQUIREMENTS 


Applications  for  research  grants  may  be  made  by  public  or  private  for-profit 
or  non-profit  organizations,  such  as  universities,  colleges,  hospitals  or 
laboratories,  units  of  State  or  local  government,  or  authorized  units  of  the 
Federal  Government.  Women  and  minority  investigators,  in  particular,  are 
encouraged  to  apply. 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.854,  Biological  Basic  Research  in  the  Neurosciences.  Awards  will  be  made 
under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241) 
and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  review  by  a Health 


Systems  Agen 


NIH  LIBRARY 


ERRATA 


3 1496  00473 


0274 


CLINICAL  MENTAL  HEALTH  ACADEMIC  AWARD 


PA:  PA-91-38 


P.T.  34;  K.W.  0715095,  0715129 
National  Institute  of  Mental  Health 

The  National  Institute  of  Mental  Health  announces  that  incorrect  information 
pertaining  to  funding  was  contained  in  the  third  paragraph  of  the  Clinical 
Mental  Health  Academic  Award  announcement  in  the  NIH  Guide  for  Grants  and 
Contracts,  Vol . 20,  No.  13,  March  29,  1991. 

The  funding  information  is  as  follows:  NIMH  will  provide  75  percent  of  the 
base  institutional  salary,  up  to  a maximum  stipend  of  $75,000  plus  fringe  for 
each  year  of  the  award.  An  additional  $25,000  may  be  requested  each  year  for 
research  and/or  career  development  support. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 


* U.S.  G.P.0. : 1991- 281-826:20042 
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NOTICE  OF  MAILING 
CHANGE 

□ Check  here  if  you  wish  to 
discontinue  receiving  this 
publication 


□ Check  here  if  your  address  has 
changed  and  you  wish  to  con- 
tinue receiving  this  publication. 
Make  corrections  below  and 
mail  this  page  to: 
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NOTICES 

SUPPORT  OF  SCIENTIFIC  MEETINGS  BY  THE  NATIONAL  CANCER  INSTITUTE  1 

National  Cancer  Institute 
Index:  CANCER 

NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 

A RESEARCH  RESOURCE  OF  BB/W  RATS  (RFP)  1 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Index:  DIABETES,  DIGESTIVE  DISEASES,  KIDNEY  DISEASES 
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NOTICES 


SUPPORT  OF  SCIENTIFIC  MEETINGS  BY  THE  NATIONAL  CANCER  INSTITUTE 

P.T.  42;  K.W.  1014006 
National  Cancer  Institute 

Prospective  applicants  interested  in  seeking  support  of  scientific  meetings 
from  the  National  Cancer  Institute  (NCI)  are  reminded  that  as  of  October  1 , 
1989,  all  grant  application  submissions  for  support  of  meetings  must  adhere  to 
the  Division  of  Research  Grants  (DRG)  regular  receipt  dates  of  February  1, 

June  1,  and  October  1.  These  dates  are  published  by  DRG  in  the  information 
and  instructions  form  of  the  PHS  398  (revised  10/88)  application  and  the 
booklet  on  "Support  of  Scientific  Meetings,"  August  1988. 

Applications  received  late  will  be  returned  or  held  for  the  next  regular 
review  cycle  if  the  proposed  meeting  date  permits.  Waiver  of  the  receipt 
date(s)  will  be  considered  only  for  exceptional  circumstances.  Requests  must 
be  submitted  as  instructed  in  the  above  referenced  booklet  and  may  be  obtained 
from  the  Office  of  Grants  Inquiries,  DRG,  at  the  address  below.  Specific 
questions  regarding  the  NCI  conference  grant  program  should  be  directed  to  the 
NCI  Conference  Grant  Coordinator  at  (301)  496-7173. 

Office  of  Grants  Inquiries 
Division  of  Research  Grants 
Westwood  Building,  Room  449 
Bethesda,  MD  20892 
Telephone:  (301)  496-7441 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


A RESEARCH  RESOURCE  OF  BB/W  RATS 

RFP  AVAILABLE:  NIH-NIDDK-91 -4 
P.T.  34;  K.W.  1002002,  0201016 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
is  seeking  an  organization  to  continue  a centralized  and  stable  source  of 
supply  of  the  BB/W  diabetic  rat  model  and  to  continue  the  development  of 
genetically  homogeneous  familial  lines  with  and  without  the  diabetic  defect. 

This  is  a recompetition  of  contract  no.  N01 -DK-72287 , currently  held  by  the 
University  of  Massachusetts. 

The  NIDDK  expects  to  make  one  award  from  this  solicitation. 

This  Request  for  Proposals  (RFP)  No.  NIH-NIDDK-91 -4 , will  be  issued  on  or 
about  May  1,  1991,  with  a closing  date  of  July  1,  1991.  To  receive  a copy  of 
this  RFP,  please  supply  this  office  with  two  self-addressed  mailing  labels  and 
cite  the  RFP  number  referenced  above.  Requests  must  be  in  writing  and 
addressed  to: 

Shirley  A.  Shores 
Contracts  Management  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  602 
Bethesda,  MD  20892 

This  advertisement  does  not  commit  the  Government  to  make  an  award. 


CULTIVATION  OF  CYANOBACTERIA  (BLUE-GREEN  ALGAE) 

RFP  AVAILABLE:  NCI-CM-27715-72 
P.T.  34;  K.W.  0780005,  1002027 
National  Cancer  Institute 

The  National  Products  Branch  (NPB),  Developmental  Therapeutics  Program  (DTP), 
Division  of  Cancer  Treatment  (DCT),  National  Cancer  Institute  (NCI),  has  a 

NIH  GUIDE  - Vol . 20,  No.  17,  April  26,  1991  - Page  1 


requirement  to  isolate  and  grow  various  species  of  cyanobacteria  to  provide 
NCI  with  a repository  of  cell  extracts  for  use  in  new  screens  for 
ant itumor/ant i- AIDS  activities.  It  is  anticipated  that  one  (1) 
cost-reimbursement  type  contract  will  be  awarded  for  a five-year, 
incrementally  funded  period  of  performance.  A completion  form  of  contract  is 
planned . 

To  be  considered  for  this  contract,  offerors  must  show  evidence  of  capability 
to  isolate  and  cultivate  cyanobacteria  as  well  as  possess  the  expertise  to 
accomplish:  maintenance  and  preservation  of  cultures,  optimization  and 

scale-up  of  production,  extraction  of  cells,  and  concentration  of  extracts. 

The  project  will  require  that  approximately  300  different  axenic  cultures  and 
700  culture  equivalents  be  grown  to  obtain  1.5  to  5G  cyanobacteria  cell 
extracts.  The  contractor  may  be  required  by  NCI  to  scale-up  cultivation  of 
certain  cultures  to  produce  20G  to  40G  of  cell  extracts.  This  may  be 
subcontracted.  The  Principal  Investigator  (PI)  should  be  trained  in 
microbiology  or  phycology,  preferrably  at  the  Ph.D.  level  or  equivalent  from 
an  accredited  school,  and  have  at  least  three  to  five  years  experience  in  the 
proposed  area.  The  PI  should  have  a broad  knowledge  of  culture  cultivation, 
particularly  in  those  areas  related  to  growing  cyanobacteria,  cyanobacteria 
taxonomy,  sample  preparations,  or  related  fields.  The  PI  should  be  assigned 
to  the  project  for  a minimum  of  50  percent  of  the  time.  The  level  of  training 
of  the  team  members  should  reflect  their  assigned  duties,  and  they  should  have 
experience  in  taxonomy,  culture  isolation  and  preservation,  culturing  of 
cyanobacteria,  and  chemical  extraction. 

RFP  No.  NCI-CM-27715-72  may  be  requested  from  Ms.  Jacqueline  Ballard,  Contract 
Specialist,  on  or  about  May  15,  1991,  and  proposals  will  be  due  on  July  3, 

1991  . 


The  proposed  contract  project  represents  a recompetition  of  contract  no. 
CM-67745,  currently  held  by  the  University  of  Hawaii  at  Manoa. 

SL 


All  written  requests  should  be  directed  to: 


N0 1 


Ms.  Jacqueline  Ballard 
Contracting  Officer's  Representative 
National  Institutes  of  Health 
National  Cancer  Institute 
Research  Contract  Branch,  TCS 
Executive  Plaza  South,  Room  603 
9000  Rockville  Pike 
Bethesda , MD  20892 


PLANNING  GRANTS  FOR  PROSPECTIVE  CANCER  CENTERS 

RFA  AVAILABLE:  CA-91-15 

P.T.  04;  K.W.  0715035,  0745027,  0795003,  0403004 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  July  15,  1991 
Application  Receipt  Date:  August  28,  1991 

I.  INTRODUCTION 

The  Cancer  Centers  Branch  (CCB)  of  the  Division  of  Cancer  Biology,  Diagnosis 
and  Centers  (DCBDC)  of  the  National  Cancer  Institute  (NCI)  announces  the 
availability  of  planning  and  development  grants  for  the  purpose  of  assisting 
eligible  institutions  develop  the  organizational  capability  that  will  lead  to 
the  formation  and/or  development  of  cancer  research  centers  of  excellence. 

The  goal  of  this  Request  for  Applications  (RFA)  initiative  is  to  encourage  the 
development  of  clinical  and  consortium  cancer  research  centers  in  geographic 
areas  that  currently  are  not  served  by  existing  NCI -des ignated  clinical  or 
comprehensive  cancer  centers.  In  addition  to  basic  cancer  research,  these  new 
centers  should  plan  to  emphasize  clinical  and  prevention/control  research  that 
will  ultimately  impact  on  the  populations  in  their  regions.  It  is  anticipated 
that  after  completion  of  these  planning  and  development  grants,  recipient 
institutions  will  be  in  a position  to  compete  for  Cancer  Center  Support  Grants 
from  the  NCI . 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA  is  related  to  the  priority  area 
of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
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Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 

Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238) . 

II.  ELIGIBILITY  REQUIREMENTS 

Applicant  institutions  must  intend  to  develop  clinical  or  consortium  cancer 
centers.  Eligible  institutions  must  be  in  states  that  do  not  currently  have 
an  NCI -designated  Comprehensive,  Clinical,  or  Consortium  Cancer  Center,  and 
must  be  located  beyond  a reasonable  distance  from  an  existing  Comprehensive, 
Clinical,  or  Consortium  Cancer  Center.  In  addition,  eligible  institutions 
must  have  three  or  more  externally  funded,  peer-reviewed,  cancer  research 
project  grants  or  contracts  (e.g.,  R01,  P01,  N01,  U01),  or  equivalent  types  of 
research  projects.  At  this  time,  the  Cancer  Centers  Branch  defines 
peer-reviewed  cancer  research  projects  as  NCI  research  grants  and  contracts, 
American  Cancer  Society  research  project  grants,  and  other  NIH  and  the 
National  Science  Foundation  (NSF)  research  grants  that  meet  the  NCI  referral 
guidelines  for  cancer-related  research.  Questions  concerning  the  NCI  referral 
guidelines  should  be  addressed  to  the  individual  noted  in  Section  IV  of  this 
announcement . 

Eligible  institutions  should  require  approximately  three  years  of  support 
under  a planning  and  development  grant  to  develop  the  institutional  capability 
to  form  and  or  develop  a cancer  research  center  of  excellence.  Institutions 
that  already  have  an  established  organizational  capability  as  a cancer  center 
and  a sufficient  peer-reviewed  cancer  research  base  are  not  eligible  under 
this  program.  Potential  applicants  are  strongly  advised  to  contact  NCI 
program  staff  of  the  Cancer  Centers  Branch  to  discuss  eligibility  prior  to 
preparing  an  application  (see  section  V below). 

III.  MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health 
(NIH)  grant-in-aid.  The  exploratory  grant  mechanism,  designated  P20 , will  be 
used.  Applicants  will  be  responsible  for  the  planning,  direction,  and 
execution  of  the  proposed  project.  Except  as  otherwise  stated  in  the  RFA, 
awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public 
Health  Service  Grants  Policy  Statement,  DHHS  Publication  No.  (OASH  90-50,000, 
revised  October  1,1990) 

Approximately  $750,000  in  total  costs  per  year  will  be  committed  specifically 
to  fund  applications  submitted  in  response  to  this  RFA.  It  is  anticipated 
that  three  to  five  awards  will  be  made.  This  funding  level  is  dependent  upon 
the  receipt  of  a sufficient  number  of  applications  of  high  merit.  The  total 
project  period  for  applications  submitted  in  response  to  the  present  RFA 
should  not  exceed  three  years.  The  earliest  feasible  start  date  for  the 
initial  awards  will  be  August  1,  1992.  Although  this  program  is  provided  for 
in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is 
also  contingent  upon  the  availability  of  funds  for  this  purpose. 

IV.  LETTER  OF  INTENT 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not 
enter  into  the  review  of  a subsequent  application,  it  is  requested  in  order  to 
provide  an  indication  of  the  number  and  scope  of  applications  to  be  reviewed. 
Prospective  applicants  are  requested  to  submit,  by  July  15,  1991,  a letter  of 
intent  that  includes  a descriptive  title  of  the  proposed  cancer  center,  the 
name,  address,  and  telephone/fax  number  of  the  planning  director  (Principal 
Investigator),  the  names  of  other  key  personnel,  the  participating 
institutions,  and  the  number  and  title  of  this  RFA. 

Prospective  applicants  are  strongly  encouraged  to  contact  the  NCI  staff  listed 
below  before  the  submission  of  a letter  of  intent  and/or  an  application.  Such 
contact  is  advantageous  to  the  prospective  applicant  because  it  will  start  a 
dialogue  with  the  NCI  staff  where  issues  such  as  eligibility  requirements  and 
application  procedures  may  be  discussed.  The  letter  of  intent  is  to  be  sent 
to : 

Dr.  Alan  A.  Schreier 
Program  Director 
Cancer  Centers  Branch 

Division  of  Cancer  Biology,  Diagnosis  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North,  Room  308 

Bethesda,  MD  20892 

Telephone:  (301)  496-8531 
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V.  INQUIRIES 


The  complete  text  of  the  RFA,  containing  the  application  procedures  that  must 
be  used  and  the  review  criteria,  may  be  obtained  from  the  Cancer  Centers 
Branch,  NCI,  at  the  above  address.  It  may  also  be  obtained  through  the  NIH 
Guide  to  Grants  and  Contracts  (computer  version).  Written  and  telephone 
inquiries  concerning  the  objectives,  scope,  application  procedures,  and 
allowable  budget  items  for  this  RFA  or  inquiries  about  whether  specific 
proposals  would  be  responsive  are  encouraged  and  should  be  directed  to  the 
Cancer  Centers  Branch,  NCI,  program  officer  listed  above.  The  Branch  staff 
welcomes  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants.  In  addition,  questions  of  a more  administrative  nature  not 
directly  related  to  the  programmatic  aspects  of  this  RFA  may  be  directed  to 
the  Grants  Administration  Branch  official  listed  below. 

Ms.  Francis  Cohen 
Grants  Specialist 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  242 
Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  ext.  42 


ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  ON  THE  ETIOLOGY  AND  PATHOPHYSIOLOGY.  NATURAL  HISTORY  AND  OPTIMAL 

THERAPY  OF  ASYMPTOMATIC  PRIMARY  HYPERPARATHYROIDISM 

PA:  PA-91-45 

P.T.  34;  K.W.  0705030,  0755030,  0765033,  0765035 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
invites  investigator- initiated  research  grant  applications  to  develop 
information  on  asymptomatic  hyperparathyroidism  (HPT).  Research  is  solicited 
on  the  pathogenesis  of  this  condition,  its  effects  at  the  cellular  and 
molecular  levels,  and  its  effects  on  the  skeletal,  neuromuscular,  renal, 
cardiovascular,  gastrointestinal  and  central  nervous  systems.  Of  particular 
interest  are  studies  to  compare  the  long-term  consequences  of  asymptomatic  HPT 
with  and  without  surgical  treatment  and/or  to  identify  predictive  factors  to 
distinguish  patients  who  will  ultimately  develop  complications  from  this 
disorder . 

DISCIPLINES  AND  EXPERTISE 

Interdisciplinary  approaches  may  be  needed  for  these  studies  with  expertise 
required  in  several  of  the  following  areas:  molecular  and  cellular  biology, 
endocrinology,  gerontology,  nephrology,  gastroenterology,  neurology, 
psychiatry,  radiology,  epidemiology,  and  biostatistics. 

BACKGROUND 

Widespread  use  of  multiphasic  screening  tests  has  resulted  in  increased 
detection  of  hypercalcemia  and  subsequent  diagnosis  of  HPT.  This  has  now  been 
recognized  as  a relatively  common  disorder,  with  approximately  100,000  new 
cases  per  year  in  the  United  States,  primarily  among  women.  Screening  has 
revealed  a significant  new  population  of  patients  in  whom  symptoms  and  signs 
are  subtle  or  absent.  Although  surgery  is  clearly  indicated  for  patients  with 
overt  manifestation  of  HPT,  optimal  management  of  the  asymptomatic  form  of  HPT 
is  uncertain.  Information  is  now  becoming  available  on  the  natural  history  of 
asymptomatic  HPT.  This  information  was  evaluated  at  a recent  Consensus 
Development  Conference  on  Diagnosis  and  Management  of  Asymptomatic  Primary 
Hyperparathyroidism  held  at  the  NIH  (October  29-31,  1990).  In  addition  to 
developing  guidelines  for  diagnosis  and  management  of  this  condition  based  on 
currently  available  information,  the  Consensus  Development  panel  identified  a 
number  of  areas  in  which  additional  research  is  needed. 

OBJECTIVES 

This  solicitation  is  intended  to  stimulate  research  that  will  result  in  new 
understandings  of  the  etiology  and  pathogenesis  of  asymptomatic  HPT  and  its 
pathophysiology,  and  the  complications  associated  with  chronic  elevation  of 
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parathyroid  hormone  levels.  Ultimately  a multicenter,  randomized  controlled 
trial  of  sufficient  size  and  duration  to  assess  and  compare  the  long-term 
outcomes  of  medical  followup  and  surgical  therapy  of  asymptomatic  HPT  will  be 
needed  to  establish  the  optimal  management  of  this  condition.  Research  is 
sought  to  establish  feasibility  of  and  to  develop  strategies  for  such 
full-scale  clinical  trials  of  the  management  of  asymptomatic  HPT. 

SCOPE 

Some  examples  of  research  topics  which  would  be  considered  responsive  to  this 
solicitation  include  the  following: 

o basic  studies  on  the  molecular  and  cellular  pathophysiology  of  HPT 

o etiology  of  HPT  and  pathogenesis  of  parathyroid  adenomas  and 
hyperplasia 

o the  role  of  the  multiple  endocrine  neoplasia  (MEN)  Type  I gene  in 
abnormal  parathyroid  function  in  MEN  and  sporadic  HPT 

o identification  of  predictive  factors  to  distinguish  subpopulations 
of  patients  who  will  develop  adverse  effects  of  mild  HPT 

o multisystem  effects  of  HPT,  particularly  effects  on  neuromuscular, 
psychological,  cardiovascular  and  gastrointestinal  parameters,  and 
the  reversibility  of  these  complications  with  surgery.  [A  possible 
approach  would  be  case  control  studies  before  and  after  surgery  in 
patients  with  HPT  and  carefully  matched  controls  undergoing  other 
elective  surgical  procedures  such  as  thyroidectomy] 

o the  effects  of  asymptomatic  HPT  on  bone  mass  and  structure  and 
correlation  of  these  effects  with  changes  in  bone  strength  and 
susceptibility  to  fracture 

o optimal  methodology  for  monitoring  changes  in  bone  mass  in  patients 
with  asymptomatic  HPT 

o epidemiologic  studies  to  identify  conditions  associated  with  HPT 

o development  of  potential  animal  models  for  study  of  pathogenesis 
and  therapy  of  asymptomatic  HPT 

o development  and  study  of  pharmacologic  agents  potentially  useful  in 
HPT,  such  as  antagonists  of  PTH  synthesis,  secretion  and  end  organ 
effects,  as  well  as  effects  of  estrogen  in  HPT 

o other  studies  to  provide  guidance  in  designing  and  establishing  the 
feasibility  of  a large  randomized  multicenter  clinical  trial 
comparing  surgery  and  medical  management  of  asymptomatic  HPT 

o clinical  trials  comparing  bone  mass  outcomes  and  biochemical 

measures  of  bone  turnover  in  postmenopausal  women  with  HPT  randomly 
assigned  to  estrogen  plus  surgery  versus  estrogen  alone 

These  areas  of  interest  are  not  listed  in  any  order  or  priority.  They  are 
only  suggested  examples  of  areas  of  research.  Applicants  are  encouraged  to 
propose  other  areas  which  are  related  to  the  objectives  and  scope  described 
above . 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
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should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.. 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
quest ion(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl icat ion . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  program  will  be  the  grant-in-aid  via  the 
research  project  grant  (R01).  The  regulations  (Code  of  Federal  Regulations, 
Title  42,  Part  52  and,  as  applicable  to  the  State  and  local  governments,  Title 
45,  Part  74)  and  policies  which  govern  the  research  grant  programs  of  the 
National  Institutes  of  Health  will  prevail.  Support  for  this  solicitation  is 
contingent  upon  receipt  of  appropriated  funds.  Since  a variety  of  approaches 
would  represent  valid  responses  to  this  solicitation,  it  is  anticipated  that 
there  will  be  a range  of  costs  among  individual  grants  awarded.  With  respect 
to  post-award  administration,  the  current  policies  and  requirements  that 
govern  the  regular  research  grant  programs  of  the  NIH  will  prevail . 

ELIGIBILITY 

All  domestic  public  or  private,  for-profit  or  non-profit  institutions  or 
organizations  are  eligible  to  apply  in  response  to  this  program  announcement. 
Awards  in  connection  with  this  announcement  will  be  made  to  foreign 
institutions  only  for  research  of  very  unusual  merit,  need,  and  promise,  and 
in  accordance  with  Public  Health  Service  policy  governing  such  awards. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to 
identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  In  such 
a case,  a letter  of  agreement  from  either  the  GCRC  program  director  or 
Principal  Investigator  may  be  included  with  the  application. 

REVIEW  PROCEDURES  AND  CRITERIA 

Assignment  of  applications 

Applications  will  be  received  by  the  NIH,  Division  of  Research  Grants  (DRG), 
referred  to  an  appropriate  Initial  Review  Group  (IRG)  for  scientific  merit 
review,  and  assigned  to  individual  Institutes  for  possible  funding.  Referral 
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decisions  will  be  governed  by  normal  programmatic  considerations  as  specified 
in  the  Referral  Guidelines  of  the  NIH,  DRG.  Some  applications  may  receive 
dual  assignment. 

Review  procedures 

Applications  in  response  to  this  solicitation  will  be  reviewed  on  a nationwide 
basis  in  accord  with  the  usual  NIH  peer  review  procedures.  Applications  will 
be  reviewed  first  for  scientific  and  technical  merit  by  an  IRG  composed 
primarily  of  non-Federal  scientific  consultants,  and  then  by  the  National 
Advisory  Council  of  the  appropriate  Inst itute ( s ) . The  review  criteria 
customarily  employed  by  the  NIH  for  regular  grant  applications  will  prevail. 

Review  criteria 

The  factors  to  be  considered  in  the  evaluation  of  scientific  merit  of  each 
application  will  be  those  used  in  the  review  of  traditional  research  project 
grant  applications,  including  the  novelty,  originality,  and  feasibility  of  the 
approach;  the  training,  experience,  and  research  competence  of  the 
invest igator( s) ; the  adequacy  of  the  experimental  design;  the  suitability  of 
the  facilities;  and  the  appropriateness  of  the  requested  budget  to  the  work 
proposed . 

METHOD  OF  APPLYING 
Format  for  applications 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88),  which  is 
available  from  an  applicant  institution’s  Office  of  Sponsored  Research  or  from 
the  NIH  DRG.  Use  the  conventional  format  for  research  project  grant 
applications  and  ensure  that  the  points  identified  in  this  PA  in  the  section 
on  "Review  Procedures  and  Criteria"  are  fulfilled.  To  identify  the 
application  as  a response  to  this  PA,  check  "yes"  on  item  two  of  page  one  of 
the  application  and  enter  the  title  "Asymptomatic  Primary  Hyperparathyroidism" 
and  the  PA  number  PA-91 -95. 

Deadl ine 

Applications  will  be  accepted  in  accordance  with  the  announced  receipt  dates 
for  new  applications  - February  1 , June  1 , and  October  1 . 

Application  procedure 

The  original  and  six  copies  of  the  application  should  be  sent  or  delivered  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda , MD  20892** 

Inquiries 

For  further  information,  investigators  are  encouraged  to  contact  the  following 
program  official: 

Ronald  N.  Margolis,  Ph . D . 

Director,  Endocrinology  Research  Program 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 
NIDDK/NIH 

Westwood  Bldg,  Room  605 
Bethesda,  MD  20892 
Telephone:  (301)  496-7504 

For  fiscal  and  administrative  matters,  contact: 

Mr.  Bruce  Butrum 

Grants  Management  Specialist 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  647-D 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance 
93.847,  Diabetes,  Endocrinology,  and  Metabolic  Diseases.  Awards  will  be  made 
under  the  authoi*ity  of  the  Public  Health  Service  Act,  Title  III , Section  301 
(Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grant 
policies  and  Federal  Regulation  42  CFR  Part  52  and  45  CFR  Part  74.  This 
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program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


IMPLEMENTATION  OF  THE  NATIONAL  PLAN  FOR  RESEARCH  ON  CHILD  AND  ADOLESCENT 

MENTAL  DISORDERS 

PA:  PA-91-46 

P.T.  34,  AA;  K.W.  0715129,  0403001,  0404020 
National  Institute  of  Mental  Health 
BACKGROUND 

At  least  7.5  million  children  and  adolescents  in  the  United  States  suffer  from 
some  sort  of  mental  disorder  (about  12  percent  of  the  Nation's  youth). 

Although  children  under  age  18  comprise  about  one-quarter  of  the  Nation's 
population,  the  knowledge  base  required  to  successfully  treat  or  prevent 
mental  disorders  in  children  has  been  slow  to  develop.  In  part,  these 
difficulties  may  stem  from  the  lack  of  awareness  of  the  public  and  the 
scientific  community  of  the  research  needs  in  this  area,  the  shortage  of 
qualified  investigators,  and  the  lack  of  a coherent  national  strategy  to 
address  the  critical  research  problems.  As  a result,  progress  in  mental 
health  research  on  child  and  adolescent  disorders  has  not  kept  pace  with 
related  research  in  adults. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS-led  national 
activity  for  setting  priority  areas.  This  program  announcement, 
"Implementation  of  the  National  Plan  for  Research  on  Child  and  Adolescent 
Mental  Disorders"  is  related  to  the  priority  area  of  mental  health  in  children 
and  adolescents.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238) . 

Meeting  these  challenges  requires  a two-pronged  approach  that  both  addresses 
critical  research  needs  and  builds  the  Nation's  research  capacity.  Under  this 
program  announcement,  the  National  Institute  of  Mental  Health  (NIMH)  seeks  to 
expand  the  full  spectrum  of  research  related  to  child  and  adolescent  mental 
disorders,  with  special  focus  in  the  following  areas: 

o the  epidemiology  of  child  and  adolescent  mental  disorders  and  other 
associated  mental  health  problems; 

o the  determination  of  optimal  approaches  for  defining,  assessing, 
and  diagnosing  mental  disorders  and  related  conditions  in  children 
and  adolescents; 

o basic  neuroscience  and  behavioral  research  that  clarifies  the 
developmental  origins,  dynamics,  and  characteristics  of  mental 
disorders  and  suggests  new  avenues  for  overcoming  them; 

o the  determination  of  effective  treatment  techniques  and  preventive 
interventions  for  mental  disorders; 

o clinical  services  research  and  service  systems  research  to  evaluate 
and  improve  the  efficacy,  organization,  delivery,  and  accessibility 
of  treatment  and  prevention  services  to  young  people  with  mental 
disorders;  and 

o research  with  special  applicability  to  children,  including  the 
impact  of  developmental  factors  on  mental  disorders  in  children, 
the  joint  effects  of  environment  and  biology  in  modulating 
children's  behavior,  and  comorbidity. 

Four  types  of  applications  focusing  on  research  on  child  and  adolescent  mental 
disorders  are  encouraged: 

o regular  research  grants  (R01); 
o small  grants  (R03); 
o program  project  grants  ( PO 1 ) ; and 

o FIRST  awards  (First  Independent  Research  Support  and  Transition 
award  - R29 ) . 
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Capacity  Building:  In  addition  to  encouraging  increased  research,  NIMH  seeks 
to  expand  the  Nation’s  scientific  capacity  to  conduct  research  in  child  and 
adolescent  mental  disorders  by  enlarging  the  supply  of  well -trained 
investigators  and  by  fostering  the  evolution  of  multidisciplinary  research 
centers.  These  capacity-building  strategies  are  essential  in  order  to  sustain 
and  accelerate  the  scientific  progress  that  is  urgently  needed. 

Six  types  of  applications  focused  specifically  on  child  and  adolescent  mental 
disorders  are  encouraged: 

o centers  ( P50 ) ; 

o institutional  research  training  grants  (T32); 
o individual  fellowships  (F30,  F31 , F32); 
o research  career  awards  (K02,  K05,  K20 , K21); 
o academic  awards  (K07);  and 

o training  and  career  development  grants  for  minority  students  and 
faculty  (T34,  F34). 

Although  these  specific  mechanisms  should  greatly  enhance  the  Nation's  child 
and  adolescent  mental  health  research  capacity,  these  mechanisms  alone  may  not 
be  sufficient  to  ensure  a vibrant  and  growing  research  infrastructure. 
Therefore,  NIMH  encourages  experienced  researchers  who  apply  for  research 
funding  (small  grants,  regular  research  grants,  program  projects,  and  centers) 
to  involve  persons  with  less  research  experience  ( e . g . , predoctoral  and 
medical  students  and  experienced  clinicians)  at  appropriate  points  within 
their  research  applications.  Systematic  efforts  in  this  regard  may  attract 
individuals  into  research  at  an  early  point  in  their  careers.  Likewise,  as 
experienced  researchers  form  research  collaborations  with  experienced 
clinicians,  better  access  to  populations  of  interest,  increased  relevance  of 
research  to  pressing  clinical  questions,  and  increased  appreciation  by 
clinicians  of  the  importance  of  research  should  result. 

DEVELOPMENTAL  CONSIDERATIONS 

A keen  appreciation  of  developmental  factors  is  key  to  an  adequate 
understanding  of  the  evolution  of  behavior,  cognition,  mental  health,  and 
mental  disorders  in  children  and  adolescents.  Although  the  entire  human 
lifespan  is  shaped  by  the  interplay  between  change  and  constancy,  the  theme  of 
the  progressive  unfolding  of  human  potential  is  the  leitmotif  from  infancy 
through  adolescence.  These  young  age  periods  are  characterized  by  rapid 
qualitative  and  quantitative  shifts  in  neural,  behavioral,  and  emotional 
organization  in  some  areas,  while  at  the  same  time  other  developmental  domains 
remain  relatively  constant.  This  developmental  framework  is  a hallmark  of 
state-of-the-art  basic,  applied,  and  clinical  research  in  child  and  adolescent 
populations,  and  provides  the  essential  context  for  understanding  child  and 
adolescent  mental  health  and  disorder  at  molecular,  molar,  intrapsychic, 
interpersonal,  and  social  organizational  levels.  Thus,  the  ultimate  goals  of 
neuroscientists,  behavioral  scientists,  and  applied  and  clinical  scientists 
are  complementary;  these  goals  culminate  in  the  clarification  of  the  origins 
of  child  and  adolescent  mental  disorders,  and  the  development  of  new  avenues 
for  overcoming  these  disorders  across  the  developmental  epochs  of  infancy, 
childhood,  and  adolescence. 

ELIGIBILITY 

Applications  may  be  submitted  by  public  or  private  nonprofit  or  for-profit 
organizations  such  as  universities,  colleges,  hospitals,  laboratories,  units 
of  State  or  local  governments,  and  eligible  agencies  of  the  Federal 
Government.  Women  and  minority  investigators  are  encouraged  to  apply. 

APPLICATION  CHARACTERISTICS 

All  applicants  should  take  into  account  certain  methodologic  considerations : 

Definition  and  Assessment.  Most  studies  of  child  and  adolescent 
psychopathology  have  used  different  terms  and  definitions . Validity  and 
reliability  of  instruments  are  issues  that  deserve  cont inued  careful  study . 
Mindful  attention  should  be  given  to  the  instrumentation  and  methodologies 
used  in  assessing  and  classifying  child  and  adolescent  psychopathology  and 
related  conditions . 

Wherever  possible , standard ized  diagnostic  and  assessment  methods  should  be 
used . These  methods  may  include  dimensional  or  categorical  approaches . 
Commonly , a comb inat ion  of  these  methods  may  be  necessary . Obtaining 
assessment  and/or  diagnostic  information  from  multiple  informants  and/or 
settings  may  be  required . Careful  attention  must  be  paid  to  issues  of 
handling  different  sources  and  types  of  information.  It  is  important  for 
applicants  to  address  the  issues  of  adequate  diagnostic  coverage  by  the 
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instrument ( s ) , as  well  as  interrater  reliability  and,  to  the  extent  possible, 
validity.  The  instrument ( s ) should  make  diagnoses  according  to  recognized 
clinical  criteria  and  should  also  permit  the  assessment  of  subclinical  or 
variant  conditions,  such  as  subclinical  depression. 

Risk  Factor  Definition.  The  identification  and  operational  definition  of 
potential  risk  factors  and  correlates  need  to  proceed  with  as  much  care  as 
case  definition.  It  is  as  important  to  attend  to  the  reliability  and  validity 
of  risk  factor  assessment  as  it  is  to  the  reliability  and  validity  of  case 
assessment.  The  unreliability  of  retrospective  data  on  risk  factors,  which 
are  often  subject  to  poor  recall  and  selective  nonreporting,  must  also  be 
addressed  and  steps  taken  to  minimize  bias. 

Sampling.  Special  attention  must  be  paid  to  the  representativeness  of 
subjects  selected  for  study  and  to  the  selection  and  representativeness  of 
appropriate  control  or  comparison  groups.  It  is  important  to  know  whether  the 
groups  being  studied  are  representative  of  the  universe  of  persons  with  the 
selected  characteristics.  Careful  consideration  of  the  relationship  between 
subjects'  gender  and  developmental  stage,  as  these  factors  relate  to  the 
dependent  and  independent  variables,  is  critical.  Where  appropriate, 
applicants  must  demonstrate  that  potential  sources  of  selection  bias,  such  as 
Berkson's  bias,  are  not  likely  to  occur  in  the  proposed  studies.  In  addition, 
applications  must  address  questions  of  power  and  sample  size,  e . g . , how  many 
cases  and  controls  are  needed  to  establish  statistically  significant  findings. 
Clear  explanation  and  detailed  descriptions  of  anticipated  data  analyses  are 
required . 

Basic  Science.  Wherever  feasible,  applicants  should  consider  employment  of 
basic  science  techniques  and  relevant  animal  models  to  clinical  and 
epidemiologic  research,  e . g . , screening  for  restriction  fragment  length 
polymorphisms  (RFLP's)  in  pedigrees  with  heavy  loading  on  suicidal  behavior. 

Treatment  Studies.  Applicants  proposing  studies  of  psychosocial  treatment  or 
pharmacotherapy  should  attend  to  additional  methodologic  considerations. 
Psychosocial  treatment  studies  should  have  therapists  with  standardized 
training.  Attention  should  be  given  to  measures  of  adherence  to  the 
prescribed  treatment.  Pharmacotherapy  studies  should  use  standard  research 
designs  with  randomized,  double-blind,  placebo-controlled  conditions  when 
possible.  Attention  should  be  focused  on  the  choice  of  control  groups  ( i . e . , 
matching  for  relevant  variables,  use  of  multiple  control  groups).  Pilot  data 
assessing  feasibility  are  encouraged. 

Preventive  or  Promotive  Interventions.  Applicants  proposing  preventive  or 
promotive  intervention  studies  should  also  attend  to  additional  methodologic 
concerns.  Intervention  studies  should  include  a clearly  articulated, 
empirically  based,  theoretical  model  that  reflects  putative  processes 
underlying  the  psychopathology  conditions,  as  well  as  a conceptual  link  among 
the  chosen  target  group,  intervention,  and  outcome  measures.  Research  designs 
and  procedures  must  be  appropriate  to  the  developmental  and  socio-demographic 
characteristics  of  the  target  group.  In  addition,  follow-up  of  sufficient 
duration  (e.g.,  two  or  more  years)  to  determine  the  differential  onset  of  the 
psychopathologic  condition  between  the  intervention  groups(s)  and  the  control 
group(s)  is  desirable.  The  proposal  should  include  an  assessment  of  the 
limitations,  duration,  and  safety  of  the  proposed  intervention  and  must 
provide  clear  indication  that  the  applicant  organization  has  access  to  and 
experience  in  working  with  the  proposed  target  population. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  ADAMHA  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

Applications/proposals  for  ADAMHA  grants  and  cooperative  agreements  are 
required  to  include  both  women  and  minorities  in  study  populations  for 
clinical  research,  unless  compelling  scientific  or  other  justification  for  not 
including  either  women  or  minorities  is  provided.  This  requirement  is 
intended  to  ensure  that  research  findings  will  be  of  benefit  to  all  persons  at 
risk  of  the  disease,  disorder,  or  condition  under  study.  For  the  purpose  of 
these  policies,  clinical  research  involves  human  studies  of  etiology, 
treatment,  diagnosis,  prevention,  or  epidemiology  of  diseases,  disorders  or 
conditions,  including,  but  not  limited  to,  clinical  trials;  and  minorities 
include  U.S.  racial/ethnic  minority  populations  (specifically:  American 
Indians  or  Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  and  Hispanics). 

ADAMHA  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical 
research  projects  to  include  representation  of  the  full  array  of  U.S. 
racial/ethnic  minority  populations.  However,  applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups. 
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Applications  should  include  a description  of  the  composition  of  the  proposed 
study  population  by  gender  and  racial/ethnic  group,  and  the  rationale  for  the 
numbers  and  kinds  of  people  selected  to  participate.  This  information  should 
be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan  AND 
summarized  in  Section  2,  E,  Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority 
representation  appropriate  to  the  scientific  objectives  of  the  work  proposed. 
If  representation  of  women  or  minorities  in  sufficient  numbers  to  permit 
assessment  of  differential  effects  is  not  feasible  or  is  not  appropriate,  the 
reasons  for  this  must  be  explained  and  justified.  The  rationale  may  relate  to 
the  purpose  of  the  research,  the  health  of  the  subjects,  or  other  compelling 
circumstances  (e.g.,  if  in  the  only  study  population  available  there  is  a 
disproportionate  representation  in  terms  of  age  distribution,  risk  factors, 
incidence/prevalence,  etc.,  of  one  gender  or  minority/majority  group). 

If  the  required  information  is  not  contained  within  the  application,  the 
review  will  be  deferred  until  it  is  provided.  Peer  reviewers  will  address 
specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  gender  and/or  minority  representation/ justification  are  judged 
to  be  inadequate,  reviewers  will  consider  this  as  a deficiency  in  assigning 
the  priority  score  to  the  application. 

All  applications/proposals  for  clinical  research  submitted  to  ADAMHA  are 
required  to  address  these  policies.  ADAMHA  funding  components  will  not  award 
grants  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Application  kits  containing  the  necessary  forms  and  instructions  may  be 
obtained  from  business  offices  or  offices  of  sponsored  research  at  most 
universities,  colleges,  medical  schools,  and  other  major  research  facilities. 
In  addition,  prospective  applicants  are  strongly  encouraged  to  contact  one  of 
the  NIMH  staff  listed  at  the  end  of  this  announcement. 


REVIEW 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of 
applications  for  most  discretionary  PHS  grant  programs.  Some  of  the  areas 
outlined  in  this  announcement  are  also  of  interest  to  the  National  Institute 
of  Neurological  Disorders  and  Stroke.  In  these  areas  of  overlap,  the  standing 
referral  guidelines  will  determine  the  appropriate  research  component  within 
the  NIH/ADAMHA  system.  Further,  the  applications  will  be  referred  to  the 
appropriate  study  section/review  committee  for  scientific  and  technical 
review,  and  assigned  according  to  the  established  review  referral  guidelines. 
The  IRGs , consisting  primarily  of  non-Federal  scientific  and  technical 
experts,  will  review  the  applications  for  scientific  and  technical  merit. 
Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after 
the  initial  review.  Applications  will  receive  a second-level  review  by  the 
appropriate  National  Advisory  Council,  whose  review  may  be  based  on  policy 
considerations  as  well  as  scientific  merit.  Only  applications  recommended  for 
approval  by  Council  may  be  considered  for  funding. 

APPLICATION  RECEIPT  AND  REVIEW  SCHEDULE 


Grant  applications  will  be  accepted  in  accordance  with  the  usual  receipt  dates 
for  applications.  Applications  received  after  the  receipt  dates  below  are 
subject  to  assignment  to  the  next  review  cycle  or  may  be  returned  to  the 
applicant : 


Receipt  Dates 
New/Renewal 


Initial  Advisory  Council 
Review  Review 


Earliest 
Start  Date 


June  1/July 
Oct.  1/Nov. 
Feb.  1/Mar. 


1*  Oct. /Nov. 
1*  Feb. /Mar. 
1*  May /June 


Jan . /Feb . 
May/June 
Sept . /Oct . 


Apr . 1 
July  1 
Dec  . 1 


* Amended  applications  (new  or  renewal)  are  to  be  submitted  on  the  latter 
dates.  NRSA  institutional  and  individual  applications,  AIDS  applications,  and 
Centers  have  differing  receipt  dates.  For  further  information  about  these 
receipt  dates,  applicants  should  refer  to  the  relevant  announcements  or 
contact  an  appropriate  staff  person  listed  at  the  end  of  this  announcement. 


TERMS  AND  CONDITIONS  OF  SUPPORT 

Grant  funds  may  be  used  only  for  expenses  clearly  related  and  necessary  to 
conduct  research  projects,  including  both  direct  costs  that  can  be  identified 
specifically  with  the  project  and  allowable  indirect  costs  of  the  institution 
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(except  research  training  grants,  which  are  limited  to  a maximum  of  eight 
percent).  All  costs  must  be  justified  in  terms  of  research  objectives, 
methods,  and  designs  which  promise  to  yield  generalizable  knowledge  and/or 
make  a significant  contribution  to  theoretical  concepts.  In  fiscal  year  1990, 
NIMH  supported  a total  of  $106.1  million  of  research  in  direct  and  related 
areas  of  child  and  adolescent  mental  disorders. 

AWARD  CRITERIA 

Applications  recommended  for  approval  by  Council  will  be  considered  for 
funding  on  the  basis  of  overall  scientific  and  technical  merit  of  the  research 
as  determined  by  peer  review,  program  needs  and  balance,  and  availability  of 
funds . 

STAFF  CONSULTATION 

Thomas  Lalley,  M.A. 

Chief,  Services  Research  Branch 
Room  18C-14 

Telephone:  (301)  443-3364 

Susan  Solomon,  Ph.D. 

Chief,  Violence  and  Traumatic  Stress  Research  Branch 
Room  18-105 

Telephone:  (301)  493-3728 

Leonard  Mitnick,  Ph.D. 

Chief,  Basic  Prevention  and  Behavioral  Medicine  Research  Branch 
Room  11C-06 

Telephone:  (301)  443-4337 

Mary  Ellen  Oliveri,  Ph.D. 

Acting  Chief,  Personality  and  Social  Processes  Research  Branch 
Room  11C-10 

Telephone:  (301)  443-3566 

Rodney  Cocking,  Ph.D. 

Basic  Behavioral  and  Cognitive  Sciences  Research  Branch 
Room  11C-10 

Telephone:  (301)  443-3942 

Peter  S.  Jensen,  M.D. 

Chief,  Child  and  Adolescent  Disorders  Research  Branch 
Room  10-104 

Telephone:  (301)  443-5944 

Karen  Bourdon,  M.A. 

Epidemiology  and  Psychopathology  Research  Branch 
Room  10C-05 

Telephone:  (301)  443-3774 

Doreen  Koretz,  Ph.D. 

Acting  Chief,  Prevention  Research  Branch 
Room  14C-03 

Telephone:  (301)  443-4283 

To  address  correspondence  to  any  of  the  above  persons, 
use  the  following  address: 

Name 

Room  Number  (noted  above  after  each  name) 

Branch  or  Office  Name  (noted  above  in  each  program  area) 

National  Institute  of  Mental  Health 
Parklawn  Building 
5600  Fishers  Lane 
Rockville,  MD  20857 

Grants  Management  questions  should  be  directed  to: 

Mr . Stephen  Hudak 

Chief,  Grants  Management  Section 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-26 

Rockville,  MD  20857 

Telephone:  (301)  443-4456 
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SPECIAL  EMPHASIS  RESEARCH  CAREER  AWARD:  THE  DEMOGRAPHY  AND  ECONOMICS  OF  AGING 


PA:  PA-91-47 

P.T.  3*4,  CC;  K.W.  0710010,  0413001  , 0408006,  0417000 
National  Institute  on  Aging 

The  National  Institute  on  Aging  (NIA)  solicits  applications  for  SPECIAL 
EMPHASIS  RESEARCH  CAREER  AWARDS  (SERCA)  from  eligible  institutions  for 
interdisciplinary  training  and  research  support  of  demographers  and  economists 
seeking  research  careers  in  the  demography  or  economics  of  aging.  This  SERCA 
is  intended  to  foster  the  career  development  of  junior  and  mid-level 
investigators  with  expertise  in  economics  or  demography  who  seek  additional 
research  skills  and  experience  in  the  demography  and/or  economics  of  aging. 

I.  BACKGROUND 

The  aging  of  the  population  in  the  U.S.,  and  in  nations  throughout  the  world, 
has  raised  many  issues  regarding  the  social  and  economic  consequences  of  aging 
societies.  The  phenomena  of  aging  populations  is  unprecedented;  never  before 
have  improvements  in  mortality  at  the  older  ages  been  accompanied  by  sustained 
low  fertility.  As  a consequence,  research  on  the  demography  and  economics  of 
aging  has  recently  gained  much  interest. 

The  demography  of  aging  emphasizes  research  on  the  changing  social  and 
demographic  structure  of  society  as  a whole.  The  aging  of  the  population  and, 
in  particular,  the  rapid  emergence  of  a large  number  of  oldest-old  persons, 
raises  a complex  set  of  questions  about  the  future  size,  composition,  and 
characteristics  of  the  older  population.  Of  special  interest  are  the  dynamics 
of  various  social  phenomena  of  the  elderly , including  migration, 
intergenerational  exchanges,  living  arrangements,  and  labor  force 
participation.  Also  of  interest  is  research  designed  to  identify  the  health 
trajectories  associated  with  changes  in  age-related  disability  and  disease. 

The  economics  of  aging  focuses  on  the  economic  consequences  of  population 
aging- -for  both  older  persons  and  for  society  at  large.  Of  particular 
interest  are  the  areas  of  health  and  retirement  economics.  At  the  individual 
level,  research  focuses  on  health  services  consumption,  including  nursing  home 
and  other  long-term  care  service  use,  and  on  the  financial  status  of  older 
persons,  measured  in  terms  of  productivity,  savings,  consumption,  and 
retirement  income.  At  the  societal  level,  issues  of  public  and  private 
pension  funding  and  health  care  financing  emerge. 

Research  in  the  demography  or  economics  of  aging  often  lends  itself  to  an 
interdisciplinary  approach.  Economists  or  demographers  may  need  to  acquire  a 
thorough  knowledge  of,  for  example,  the  acute  or  long-term  care  health  system, 
pension  systems,  epidemiology,  biological  and  clinical  aspects  of  aging, 
dynamics  of  family  systems,  etc.  Assessments  of  the  economic  effects  of  an 
older  population  must  be  based  not  only  on  forecasts  of  sheer  numbers  of 
elderly,  but  on  insights  into  the  dynamics  of  population  aging;  similarly, 
demographic  analyses  might  be  made  within  economic  and  policy  contexts . 

The  recruitment  of  qualified  investigators  and  faculty  is  critical  to  an 
expansion  of  research  in  the  area  of  demography  and/or  economics  of  aging . 
Research  and  training  institutions  also  need  to  develop  critical  masses  of 
qualified  investigators  in  these  areas . 

II.  PURPOSE  OF  THE  AWARD 

The  NIA  SERCA  offers  an  opportunity  for  social  scientists  to  acquire 
supplementary  research  skills  and  experience  in  order  to  pursue  or  enhance  a 
research  career  in  the  demography  and/or  economics  of  aging.  This  SERCA  is 
intended  to  foster  the  career  development  of  researchers  who  are  already  well 
qualified  in  the  areas  of  demography  and/or  economics  by  encouraging  such 
individuals  to  acquire  additional  in-depth  experience  and  skills  needed  for  a 
career  focused  on  the  demography  and/or  economics  of  aging . 

The  award  aims  at  a close  and  extended  working  relationship  between  a 
demographer  or  economist  (the  awardee ) and  one  or  more  highly  qualified 
investigators  who  have  experience  in  aging  research,  who  will  serve  as  sponsor 
( and ) advisor . The  relationship  should  optimize  the  opportunity  for 
interdis-ciplinary  communication  and  collaboration  in  research  on  the 
demography  and/or  economics  of  aging . For  the  candidate , the  relationship 
should  develop  the  capacity  to  apply  the  knowledge  and  research  methods  of 
demography  and/or  economics  to  issues  in  aging . For  the  sponsoring 
institution,  the  relationship  should  stimulate  awareness  of  the  importance  of 
demographic  and/or  economic  tools  for  research  on  aging . 
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The  NIA  anticipates  that  this  SERCA  program  will  play  a significant  role  in 
the  development  of  researchers  needed  to  assess  the  complex  social  and 
economic  issues  arising  from  the  aging  of  the  population.  The  SERCA  program 
should  also  lead  to  an  increase  in  the  critical  mass  of  these  researchers 
within  programs  or  departments  of  economics  or  demography. 

III.  PROVISIONS  OF  THE  AWARD 

This  non-renewable  award  provides  support  for  up  to  five  years  of  full-time 
research  and  related  activities. 

A.  PROGRAM 

i.  Developmental  Phase:  During  the  first  year  or  two  the  awardee  is  expected 
to  develop  capabilities  for  conducting  interdisciplinary  research  on  the 
demography  and/or  economics  of  aging.  The  awardee's  activities  may  include 
participation  in  any  of  the  following:  formal  courses,  ongoing  research, 
workshops,  symposia,  and  scientific  and  professional  meetings. 

ii.  Project  Phase:  Beginning  as  early  as  possible,  the  awardee  is  expected 
to  engage  in  a research  project  designed  as  a basis  for  more  extended 
research.  One  hundred  percent  effort  is  expected  on  this  award;  at  least  75 
percent  of  an  awardee's  time  must  be  spent  in  the  actual  conduct  of  research. 
Up  to  25  percent  of  time  may  be  spent  on  teaching  and  advising  on  research. 

B.  SALARY 

The  SERCA  award  is  made  to  the  applicant  institution  and  provides  up  to 
$50,000  per  year  for  full-time  salary  support  plus  fringe  benefits. 
Supplementation  of  awardee's  salary  from  non-Federal  sources  is  allowable. 

C.  RESEARCH  SUPPORT 

In  addition  to  the  awardee's  salary,  up  to  a maximum  of  $10,000  in  each  of  the 
first  three  years  and  up  to  a maximum  of  $20,000  in  each  of  the  subsequent  two 
years  may  be  requested  for  research  expenses;  e.g.,  instrument  development, 
data  collection,  analysis  costs,  technical  assistance,  consultant  costs, 
domestic  travel,  publication  costs,  and  other  appropriate  expenses  that  are 
essential  to  the  proposed  program. 

D.  TUITION 

If  essential  to  the  awardee's  individual  development  program,  funds  for 
tuition  for  training  courses  may  be  requested. 

E.  SPONSORING  INSTITUTION 

The  sponsoring  institution  must  be  a domestic  university,  or  comparable 
research  institution  with  strong,  well-established  research  programs  in 
demography  and/or  economics.  Already  established  programs  in  the  demography 
and/or  economics  of  aging  are  not  required  but  will  be  considered 
advantageous.  Existence  of  training  programs  in  those  areas  will  also  be 
considered  to  be  a positive  factor.  The  sponsoring  institution  is  expected  to 
facilitate  the  program  by  providing  space,  resources  and  other  support  insofar 
as  feasible.  While  the  program  should  be  situated  primarily  at  a single 
institution,  travel  to,  and  stays  at,  other  institutions  for  relevant 
experiences  are  permissible. 

F.  SPONSOR/ADVISOR 

Throughout  the  grant  period,  the  sponsoring  institution  is  expected  to  arrange 
significant  working  relationships  with  the  awardee  through  an  advisor  who  will 
sponsor  and  oversee  the  proposed  program,  and  who  will  make  sure  that  the 
awardee  will  receive  the  proper  experience  for  a future  career  in  demography 
and/or  economics  of  aging. 

The  advisor  must  be  a social  scientist  with  extensive  research  experience  and 
must  have  a background  in  either  the  demography  or  economics  of  aging.  The 
advisor  should  serve  as  a consultant  or  preferably  as  a collaborator. 

Up  to  five  percent  of  the  primary  advisor's  salary  will  be  allowed  for  the 
f irst  two  years . 
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IV.  CRITERIA  FOR  ELIGIBILITY 

A.  THE  CANDIDATE 


1.  The  candidate  must  hold  a Ph.D.  or  equivalent  professional  degree  in  a 
social,  statistical,  or  mathematical  science  ( e . g . , economics,  sociology, 
demography,  epidemiology),  and  show  clear  evidence  of  expertise  in  demography 
or  economics  ( e . g . , by  scholarly  publications,  or  faculty  or  research 
appointments  in  these  areas) . 

2.  By  the  beginning  date  of  the  award,  the  candidate  should  have  a minimum  of 
two  years  post-doctoral  research  experience.  Any  deviation  from  this 
requirement  must  be  clearly  justified,  e.g.  by  demonstrating  evidence  of 
exceptionally  strong  peer-reviewed  publications  (M.D./Ph.D.  candidates  are 
assumed  to  meet  the  two-year  minimum  requirement).  This  experience  should 
include  evidence  of  (a)  clear  intention  to  pursue  research  in  demography 
and/or  economics,  and  (b)  an  interest  in  either  the  demography  or  economics  of 
aging.  Successful  candidates  will  have  conducted  high-quality  research  in 
their  own  discipline  and  have  published  in  peer-reviewed  journals.  Previous 
pre-  or  postdoctoral  fellowship  experience  in  the  demography  or  economics  of 
aging  is  permissible. 

3.  The  candidate  agrees  to  inform  the  NIA  for  a period  of  five  years 
subsequent  to  completion  of  the  award  regarding  research  activities, 
publications,  grants  or  contracts,  and  academic  status;  and  must  agree  to 
attend  any  scheduled  meetings  of  awardees  at  NIA  during  the  period  of  the 
award . 

4.  The  candidate  must  be  a citizen  or  noncitizen  national  of  the  United 
States  or  its  possessions  and  territories  or  must  hold  a permanent  residence 
visa  at  the  time  of  application. 

5.  Applications  from  women  and  minority  candidates  are  especially  solicited. 

6.  SERCA  applications  may  not  be  submitted  concurrently  with  other  PHS 
research  career  development  applications  (including  any  of  the  other  K 
series),  which  would  duplicate  the  provisions  of  the  SERCA.  This  does  not 
preclude  the  concurrent  submission  of  a regular  research  project  grant 
application . 

B.  THE  SPONSORING  INSTITUTION 

1 . The  sponsoring  institution  must  nominate  the  candidate  on  the  basis  of 
qualifications,  interests,  accomplishments,  motivation,  and  potential  for  a 
research  career  in  demography  and/or  economics  of  aging. 

2.  Evidence  of  the  commitment  of  the  institution  to  the  candidate's  research 
development  must  be  provided  (covering  the  advisor,  space,  resources,  etc.) 

The  sponsoring  institution  may  or  may  not  be  the  applicant's  current  employer. 
It  is  not  essential  for  the  sponsoring  institution  to  commit  itself  to 
eventual  placement  of  the  candidate  on  its  permanent  faculty. 

3.  The  background,  qualifications,  and  commitment  of  the  primary  advisor  must 
be  described. 

C.  THE  PROGRAM  OF  ACTIVITY 

1.  The  candidate's  proposal  for  training  and  research  in  the  demography 
and/or  economics  of  aging  must  be  described  in  detail  and  fully  justified. 

2.  For  the  research  project,  the  general  area  must  be  defined  and  the 
research  plan  described  in  the  grant  application,  e.g.,  identification  and 
justification  of  the  research  problem;  indication  of  possible  study 
population( s) , hypotheses,  and  variables;  and  strategies  for  analysis.  It  is 
anticipated  that  full  details  will  be  formulated  (or  re-formulated--see 
Supplementary  Guidelines)  during  the  first  two  years  of  the  grant  period. 

V.  INCLUSION  OF  MINORITIES  AND  WOMEN 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study.  Special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
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research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of 
the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 

Applicants/offerors  are  urged  to  assess  carefully  the  feasibility  of  including 
the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  in-clude  representation  of  the  full  array  of  United  States  racial/ethnic 
minority  populations  (i.e.,  Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale 
or  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diag-nosis , or  treatment  of  diseases,  disorders  or  conditions, 
including,  but  not  limited  to,  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  in-clude  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
review  will  be  deferred  until  the  information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inade-quate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

VI.  MECHANISM  OF  SUPPORT 

The  administrative  and  funding  mechanism  to  be  used  to  support  these  studies 
will  be  the  Special  Emphasis  Research  Career  Award  (KOI).  The  regulations 
(Code  of  Federal  Regulations,  Title  42,  Part  52  and  Title  45,  Part  74)  and 
policies  that  govern  the  research  grant  programs  of  the  Public  Health  Services 
will  prevail. 

Applications  for  this  SERCA  will  compete  for  funding  with  applications  for 
other  awards,  as  no  funds  have  been  set  aside  specifically  for  funding  of 
SERCA  applications.  Such  applications  may  be  submitted  for  the  regular  NIH 
February  1,  June  1,  and  October  1 receipt  deadlines. 

VII.  APPLICATION  PROCEDURES 

A.  STAFF  CONTACT  AND  SUPPLEMENTARY  GUIDELINES 

Prospective  applicants  need  to  obtain  Supplementary  Guidelines  and 
instructions,  and  to  discuss  their  eligibility  and  proposed  program  of 
activities  by  contacting: 
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Richard  Suzman 

Demography  of  Aging  (SERCA) 

Behavioral  & Social  Research  Program 
National  Institute  on  Aging 
Building  31,  Room  5C32 
Bethesda,  MD  20892-4500 
Telephone:  (301)  496-3136 

Fax:  (301)  402-0051 

Questions  regarding  financial  management  should  be  addressed  to: 
Joe  Ellis 

Grants  and  Contracts  Management  Office 
National  Institute  on  Aging 
Building  31 , Room  5C07 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

B.  SUBMISSION  OF  APPLICATION 


Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88,  reprinted  9/89), 
available  at  most  institutional  business  offices  and  from  the  Division  of 
Research  Grants  (DRG) , NIH,  (301)  496-7441. 

Applications  should  be  carefully  written  to  convey  the  maximum  information  to 
reviewers,  in  the  clearest  possible  form,  and  with  the  minimum  of  verbiage. 

In  line  2 of  the  face  page  of  the  application,  applicants  should  enter  "NIA 
SERCA:  Demography  and  Economics  of  Aging,  PA-91-47. " Follow  the 

"Supplementary  Guidelines  for  Preparing  Application,  NIA-SERCA . " (See  section 
VII. A.)  Mail  the  original  completed  application  and  four  copies  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 


Send  two  copies  of  the  application  to: 

Scientific  Review  Office 
National  Institute  on  Aging 
Building  31,  Room  5C-12 
Bethesda,  MD  20892-4500 

C.  APPLICATION  RECEIPT  AND  REVIEW  SCHEDULE 


NIA-SERCA  applications  will  be  received  three  times  per  year  according  to  the 
following  schedule: 

D.  APPLICATION  RECEIPT  COUNCIL  REVIEW  START  DATE 


February 

June 

October 


1 

1 

1 


Sep/Oct 

Jan/Feb* 

May* 


December  1 
April  1* 
July  1* 


* of  the  year  following  application  receipt 


Amended  applications  also  must  be  submitted  for  the  same  receipt  dates. 


VIII.  REVIEW  OF  APPLICATIONS 


Review  of  the  applications  for  scientific  and  technical  merit  will  be 
conducted  by  a subcommittee  of  the  Neuroscience,  Behavior  and  Sociology  of 
Aging  Review  Committee,  NIA.  In  this  review,  particular  attention  will  be 
given  to  the  candidate's  prior  training,  experience,  and  publication  record; 
clear  intention  to  pursue  aging  research;  career  potential  in  demographic 
and/or  economics  of  aging  research;  research  career  development  plans;  merit 
of  the  proposed  research;  appropriateness  and  qualifications  of  selected 
advisor(s)  for  proposed  plans;  and  the  environment  (especially  including  the 
strength  of  the  demography  and  economics  program) . The  application  must 
demonstrate  that  the  award  will  enhance  the  candidate's  development  as  an 
investigator  in  the  demography  and/or  economics  of  aging  and  the  sponsoring 
institution  must  show  commitment  to  providing  the  adequate  degree  of  support. 

The  initial  review  will  result  in  recommendations  for  consideration  by  the 
National  Advisory  Council  on  Aging.  Applications  recommended  for  approval  by 
the  Advisory  Council  will  be  considered  for  funding  on  the  basis  of  the 
overall  merit  of  the  proposal  as  determined  by  the  Neuroscience,  Behavior  and 
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Sociology  of  Aging  Review  Committee,  relevance  of  the  proposal  to  the  research 
objectives  of  the  Institute,  and  availability  of  funds. 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.866,  Aging  Research.  Awards  will  be  made  under  the  authority  of  the  Public 
Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42 
USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42 
CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  Health  Systems 
Agency  review. 


INDIVIDUAL  POSTDOCTORAL  NATIONAL  RESEARCH  SERVICE  AWARD  FELLOWSHIPS  IN 

RADIOLOGICAL  SCIENCES  RELATED  TO  CANCER 

PA:  PA-91-48 

P.T.  22;  K.W.  0720005,  0745020,  0706030,  0715035 
National  Cancer  Institute 

Application  Receipt  Dates:  Jan.  10,  May  10  and  Sept.  10 

I.  BACKGROUND 

There  is  a growing  need  for  qualified  and  talented  investigators  in  the 
radiological  sciences  who  are  concerned  with  problems  related  to  the  diagnosis 
and  treatment  of  cancer.  Diagnostic  radiology  is  a medical  discipline  in 
which  fundamental  biological  and  cellular  processes  related  to  tumor  evolution 
and  tumor  inhibition  can  be  represented  through  a variety  of  new  imaging 
technologies.  Future  advances  in  imaging  will  integrate  links  between 
anatomic  structure,  physiologic  function,  and  biochemical  activity  that  will 
elucidate  the  fundamental  causes,  detection,  and  metastasis  of  cancer. 
Currently,  morphologic  imaging  is  used  for  the  detection  and  quantification  of 
disease  states  as  well  as  for  the  assessment  of  response  to  therapy. 

Radiation  oncology,  too,  has  become  multi-disciplinary.  Stereotactic 
radiosurgery,  used  for  deep-seated  brain  lesions,  involves  neurosurgeons, 
radiation  oncologists,  physicists,  and  bioengineers.  Systemic  radiation 
therapy  requires  not  only  the  physicians  and  physicists  of  the  radiation 
therapy  discipline,  but  also  knowledge  of  the  body’s  immune  system, 
biochemistry,  and  state-of-the-art  imaging  technology.  Dynamic  conformal 
radiation  therapy  requires  specialists  in  computer  science,  medical 
informatics,  therapy  treatment  planning,  and  imaging  technology.  There  is 
developing  now  a growing  need  in  the  radiological  sciences  for  individuals  who 
are  cross-disciplinary  in  their  approaches  and  solutions  to  the  problems  of 
diagnosis  and  treatment  of  the  cancer  patient. 

An  area  of  special  interest  is  in  the  emerging  discipline  of  medical 
informatics  and  its  application  to  the  field  of  cancer  diagnosis  and 
treatment.  Medical  informatics  is  concerned  with  the  representation  of 
knowledge  and  experience  in  a computerized  format  for  reproducing  advisory, 
critiquing,  and  educational  functions;  the  storage,  retrieval,  and 
manipulation  of  data  to  support  physician  problem  solving  and  reasoning;  and 
the  development  of  new  understanding  about  the  cognitive  processes  that  are  at 
work  in  a medical  problem-solving  environment.  This  multi-disciplinary  field 
requires  not  only  a knowledge  of  medicine,  but  a knowledge  of  engineering, 
computational  linguistics,  computer  science,  information  science,  statistics 
and  cognitive  science,  as  well  as  an  intimate  knowledge  of  the  medical 
vocabulary  and  syntax,  an  understanding  of  the  health  issues  being  addressed, 
and  knowing  the  appropriate  questions  to  ask.  Very  few  individuals  in  the 
medical  sciences  have  received  sufficiently  broad  training  in  information 
technology,  inferential  reasoning,  quantitative  methodology,  imaging 
technology,  and  database  design,  coupled  with  a knowledge  of  the  fundamental 
decision-making  issues  that  exist  in  the  socioeconomic  environment  in  which 
health  care  is  practiced. 

II.  GOALS  AND  SCOPE 

The  purpose  of  this  Program  Announcement  is  to  stimulate  qualified  candidates 
to  apply  for  post-doctoral  fellowships  leading  to  training  in  the  radiological 
sciences  that  deal  directly  with  cancer-related  topics.  Whenever  possible, 
the  curricula  should  approach  problems  related  to  cancer  from  an 

inter-disciplinary  viewpoint involving  multiple  disciplines  such  as 

diagnostic  radiology,  radiation  oncology,  physics,  engineering,  interpretation 
and  visualization  science,  theoretical  and  biological  foundations  of  anatomic 
structure,  physiology,  biochemistry,  immunology,  cognitive  sciences, 
information  sciences  and  computer  science. 
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The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  Healthy  People  2000,  a PHS-lead  national 
activity  for  setting  priority  areas.  This  Program  Announcement,  Fellowships 
in  the  Radiological  Sciences  Related  to  Cancer,  is  related  to  the  priority 
area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  01 7-001 -00474-0 ) or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238) . 

III.  MECHANISM  OF  SUPPORT 

The  postdoctoral  fellowships  (F32)  shall  be  funded  by  National  Research 
Service  Award  (NRSA)  on  the  basis  of  merit.  All  PHS  and  NIH  grant  policies 
will  apply  to  applications  received  in  response  to  this  announcement.  Before 
submitting  an  application,  an  applicant  must  arrange  for  appointment  to  an 
appropriate  institution  and  acceptance  by  a sponsor,  who  will  supervise  the 
training  and  research  experience.  The  institutional  setting  must  have  a 
strong  department  in  the  radiological  sciences  and  indicate  its  awareness  of 
and  commitment  to  solving  problems  in  the  radiological  disciplines  related  to 
cancer.  Applications  will  be  subjected  to  the  same  peer  review  process  as  all 
other  individual  postdoctoral  fellowships. 

Eligibility  requirements.  Individuals  must  be,  at  the  time  of  application, 
citizens  or  noncitizen  nationals  of  the  United  States  who  have  been  lawfully 
admitted  to  the  United  States  for  permanent  residence  and  have  in  their 
possession  an  Alien  Registration  Receipt  Card  (1-151  or  1-551).  Individuals 
on  temporary  or  student  visas  are  not  eligible.  Individuals  must  have 
received,  as  of  the  beginning  date  of  the  appointment,  a Ph.D.,  M.D.,  D.O., 
D.D.S.,  D.V.M.,  O.D.,  D.P.M.,  Sc.D.,  Eng.D.,  Dr.  P.H.,  D.N.S.,  D.C.,  or 
equivalent  degree  from  an  accredited  domestic  or  foreign  institution. 
Certification  by  an  authorized  official  of  the  degree -granting  institution 
that  all  degree  requirements  have  been  met  is  also  acceptable.  Before 
submitting  an  application,  an  applicant  must  arrange  for  appointment  to  an 
appropriate  institution  and  acceptance  by  a sponsor  who  will  supervise  the 
training  and  research  experience.  The  institutional  setting  must  have  a 
strong  department  in  the  radiological  sciences  and  indicate  its  awareness  of 
and  commitment  to  the  application  of  medical  informatics  to  the  problems  of 
the  radiological  disciplines.  The  candidate's  sponsor  must  be  a competent 
) active  investigator  in  the  area  of  the  proposed  research  activity  and  must 
personally  supervise  the  candidate's  research.  The  sponsor  must  document,  in 
the  application,  the  research  training  plan,  the  availability  of  staff  and 
facilities  to  provide  a suitable  environment  for  performing  high  quality  work, 
and  the  relevance  to  cancer. 

Stipends  and  other  training  costs.  The  stipend  level  for  the  individual 
postdoctoral  fellowship  ranges  from  $18,600  to  $32,300  depending  on  years  of 
relevant  experience  subsequent  to  the  award  of  the  doctorate  degree. 

Individual  postdoctoral  fellowships  are  made  for  project  periods  of  up  to 
three  years.  In  addition,  the  applicant's  institution/organization  may 
request  an  institutional  allowance  up  to  $3,000  per  year  for  supplies, 
equipment,  travel,  tuition,  fees,  medical  insurance,  and  other 
training -related  costs . 

IV.  APPLICATION  AND  REVIEW  PROCEDURES 

Applications  must  be  submitted  on  form  PHS  416-1  (rev.  4/89).  These  forms 
may  be  obtained  from: 

Office  of  Grants  Inquiries 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  449 
Bethesda,  MD  20892 

Applications  will  be  accepted  in  accordance  with  the  procedures  specified  in 
PHS  416-1  with  usual  receipt  dates  for  new  fellowship  applications,  i.e.,  Jan. 
10,  May  10,  and  Sept.  10.  The  review  process  will  be  completed  approximately 
six  months  after  the  respective  receipt  dates.  Applications  received  too  late 
for  one  cycle  of  review  will  be  held  until  the  next  receipt  date. 

Selection  of  awardees.  Applications  are  subjected  to  a review  process  that  is 
based  upon  two  sequential  levels  of  review.  The  initial  review  is  performed 
by  groups  composed  primarily  of  non-Federal  scientists  selected  for  their 
competence  in  particular  scientific  areas.  The  groups  are  called  initial 
review  groups.  The  second  level  of  review  is  made  by  a committee  of  NIH  staff 
members,  selected  from  appropriate  NIH  institutes  and  divisions.  Selection  of 
successful  candidates  is  made  on  the  basis  of  the  initial  review  group's 
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recommendation  and  percentile  score,  program  interests,  and  the  availability 
of  funds. 

V.  INQUIRIES 

Written  and  telephone  inquiries  about  the  goals  and  scope  of  this  announcement 
may  be  directed  to: 

Sandra  Zink,  Ph . D . 

Program  Director 
Radiation  Research  Program 
National  Cancer  Institute 
EPN/800 

9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-9360 

For  information  regarding  budgetary/administrative  issues  related  to  this 
Program  Announcement,  please  contact: 

Leo  Buscher,  Jr. 

Chief,  Grants  Administration  Branch 
National  Cancer  Institute 
National  Institutes  of  Health 
Executive  Plaza  South,  Room  216 
Bethesda,  MD  20892 
Telephone:  (301)  496-7753 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.398,  Cancer  Research  Manpower.  Awards  are  made  under  the  authority  of 
Section  487,  Public  Health  Service  Act  as  amended  (42  USC  288)  and 
administered  under  PHS  Grant  Policies  and  Title  42  of  the  Code  of  Federal 
Regulations,  Part  66.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 


* U.S.  G.P.0. : 1991  — 281 —826 : 20043 
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NOTICES 

REVIEW  PROCEDURES  FOR  PROGRAM  PROJECT  GRANT  APPLICATIONS  

National  Institute  of  Child  Health  and  Human  Development 
Index:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

NOTICES  OF  AVAILABILITY  CRFPs  AND  RFAs) 

EVALUATION  OF  NIH  IMPLEMENTATION  OF  SECTION  491  OF  THE  PUBLIC  HEALTH 
SERVICE  ACT,  MANDATING  A PROGRAM  OF  PROTECTION  FOR  RESEARCH  SUBJECTS  (RFP)  . 
National  Institutes  of  Health 
Index:  NATIONAL  INSTITUTES  OF  HEALTH 

PROSTATE,  LUNG,  COLORECTAL,  AND  OVARIAN  CANCER  SCREENING  TRIAL  - 

SCREENING  CENTERS  (RFP)  

National  Cancer  Institute 
Index:  CANCER 

ADULT  AIDS  CLINICAL  TRIALS  UNITS  (RFA  AI-91-07)  

National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  ALLERGY,  INFECTIOUS  DISEASES 

COOPERATIVE  NETWORK  FOR  MOLECULAR  GENETIC  AND  CYTOGENETIC  STUDIES  OF 

PROSTATE  CANCER  (RFA  CA-91-10)  

National  Cancer  Institute 
Index:  CANCER 

STATE  SERVICE  SYSTEMS  IMPROVEMENT  THROUGH  CONSUMER  AND  FAMILY  SUPPORT 

ACTIVITIES  (RFA  MH-91-13)  

National  Institute  of  Mental  Health 
Index:  MENTAL  HEALTH 

COOPERATIVE  NETWORK  FOR  EVALUATION  OF  PROGNOSTIC  MARKERS  OF  URINARY 

BLADDER  CANCER  (RFA  CA-91-09)  

National  Cancer  Institute 
Index:  CANCER 

ADAMHA  SMALL  INSTRUMENTATION  PROGRAM  (RFA  AA-91-03)  

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 
Index:  ALCOHOL,  DRUG  ABUSE,  MENTAL  HEALTH 


1 


2 


2 

3 


6 


7 


9 

10 


NOTICES 


REVIEW  PROCEDURES  FOR  PROGRAM  PROJECT  GRANT  APPLICATIONS 

P.T.  34;  K.W.  1014006 

National  Institute  of  Child  Health  and  Human  Development 

Effective  for  the  June  1,  1991  receipt  date,  program  project  (P01) 
applications  assigned  to  the  National  Institute  of  Child  Health  and  Human 
Development  (NICHD)  will  no  longer  be  routinely  site-visited . These 
applications  will  be  considered  by  the  relevant  Initial  Review  Group  (IRG) 
without  interaction  with  the  applicant.  The  IRG  will  have  the  option  of 
deferring  an  application  for  a site  visit,  although  this  will  be  the  exception 
rather  than  standard  practice. 

As  a result  of  this  change,  NICHD  P01  applicants  must  ensure  that  the 
description  of  the  proposed  research  for  each  component  project/core  facility 
is  thorough  and  complete  (not  to  exceed  20  pages),  permitting  direct 
evaluation  by  the  reviewers. 

Unless  otherwise  indicated,  NICHD  Center  Core  (P30)  Grant  and  Specialized 
Center  (P50)  Grant  applications  will  continue  to  receive  site  visits  as  a part 
of  the  review  process . 

Programatic  questions  about  this  announcement  should  be  directed  to: 

Laurance  S.  Johnston,  Ph.D. 

Acting  Director,  Division  of  Scientific  Review 
NICHD/NIH 

Executive  Plaza  North,  Room  520 
Bethesda,  MD  20892 
Telephone:  (301)  496-1696 
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Grants  management  questions  should  be  directed  to: 

Donald  Clark 

Chief,  Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  501 
Bethesda,  MD  20892 
Telephone:  (301)  496-5001 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


EVALUATION  OF  NIH  IMPLEMENTATION  OF  SECTION  491  OF  THE  PUBLIC  HEALTH  SERVICE 

ACT.  MANDATING  A PROGRAM  OF  PROTECTION  FOR  RESEARCH  SUBJECTS 

RFP  AVAILABLE:  NIH-OD-91-12 
P.T.  34;  K.W.  0783005 
National  Institutes  of  Health 

The  Office  of  Extramural  Programs,  Office  of  Extramural  Research,  Office  of 
the  Director,  National  Institutes  of  Health,  has  a requirement  to  evaluate  the 
national  program  of  protection  for  research  subjects  at  institutions  engaged 
in  research  funded  by  the  Department  of  Health  and  Human  Services  pursuant  to 
Section  491  of  the  PHS  Act.  This  evaluation  will  examine  the  extent  to  which 
the  program  is  meeting  this  objective  while  continuing  to  facilitate  needed 
research  to  improve  the  nation's  health.  Preliminary  considerations  suggest 
four  broad  categories  of  measurement:  outcome  measures  focusing  on  adequacy 
of  consent  procedures,  risk  assessment  and  subject  selection;  output  measures, 
including  workload  and  caseload  measures  from  institutional  records;  process 
measures  exploring  variations  in  institutional  procedures  and  deployment  of 
the  program  in  new  settings  and  in  use  of  innovative  interventions;  and 
resource  measures  of  personnel,  time,  effort  and  costs.  The  contractor  must 
have  the  professional  capabilities  and  facilities  to  evaluate  government 
programs  of  national  scope  and  comparable  complexity  with  major  implications 
for  Federal  health  sciences  policy,  government-university  relations,  and  the 
broad  public.  The  results  of  the  study  will  be  the  basis  for  recommendations 
to  ensure  responsiveness  to  rapidly  changing  research  opportunities  while 
maintaining  appropriate  safeguards  for  individuals  involved  as  subjects  of 
research.  It  is  expected  that  the  contract  will  have  a two-  (2)  year  period 
of  performance.  Any  responsible  offeror  may  submit  a proposal  that  will  be 
considered  by  the  Government. 

The  issuance  date  of  the  RFP  will  be  on  or  about  May  31,  1991,  and  proposals 
will  be  due  by  the  close  of  business  50  days  after  issuance. 

Requests  for  the  RFP  must  be  directed  to: 

Valerie  Pickett 
Research  Contracts  Branch 
Division  of  Contracts  and  Grants 
Office  of  the  Director 
National  Institutes  of  Health 
Building  31 , Room  1B44 
9000  Rockville  Pike 
Bethesda,  MD  20892 


PROSTATE.  LUNG.  COLORECTAL.  AND  OVARIAN  CANCER  SCREENING  TRIAL  - SCREENING 

CENTERS 

RFP  AVAILABLE:  NCI-CN- 1 5342-04 

P.T.  34;  K.W.  0715035,  0745020,  0755015 

National  Cancer  Institute 

The  National  Cancer  Institute  (NCI),  Division  of  Cancer  Prevention  and 
Control,  Early  Detection  Branch,  is  interested  in  soliciting  proposals  from 
organizations  for  Screening  Centers  for  the  Prostate,  Lung,  Colorectal,  and 
Ovarian  (PLCO)  Cancer  Screening  Trial.  Up  to  fifteen  (15)  screening  Centers 
will  be  established,  each  recruiting  no  less  than  5,000  subjects  and  5,000 
controls  to  the  trial.  A total  of  148,000  men  and  women  will  be  recruited  to 
the  trial  in  approximately  equal  numbers.  Female  subjects  will  be  screened 
for  colorectal,  lung,  and  ovarian  cancers.  Male  subjects  will  be  screened  for 
colorectal,  lung,  and  prostate  cancer.  Screening  will  be  annually  for  four 
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years  for  prostate,  lung,  and  ovarian  cancers  and  only  in  years  one  and  three 
for  colorectal  cancer.  Subjects  and  controls  will  be  followed  for  at  least 
ten  years.  A Coordinating  and  Data  Management  Center  will  develop  and 
maintain  systems  and  procedures  for  biomedical  data  management,  study 
coordination,  statistical  analysis,  and  report  writing.  The  NCI  has  selected 
the  cancer  sites  and  screening  modalities.  Screening  Centers,  in  cooperation 
with  the  NCI,  will  develop  screening  logistics  and  diagnostic  protocols.  A 
pre-proposal  conference  will  be  held  and  the  date  will  be  specified  in  the 
Request  for  Proposals  (RFP). 

Requests  for  this  RFP  must  be  in  writing  and  reference  RFP  No. 

NCI-CN-15342-04 . The  RFP  will  be  available  approximately  April  25,  1991  and 
will  be  due  approximately  June  10,  1991. 

Copies  of  the  RFP  may  be  obtained  by  sending  a written  request  to: 

Mr.  Christopher  B.  Myers,  Contract  Specialist 

National  Institutes  of  Health 

National  Cancer  Institute 

Research  Contracts  Branch,  PCCS 

Executive  Plaza  South,  Room  635 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-8603 


ADULT  AIDS  CLINICAL  TRIALS  UNITS 

RFA  AVAILABLE:  AI-91-07 
P.T.  34;  K.W.  0715008,  0755015 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  June  5,  1991 
Preapplication  Meetings:  June  3,  4 and  5,  1991 

Application  Receipt  Date:  August  6,  1991 

BACKGROUND 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  announces 
the  availability  of  a Request  for  Applications  (RFA)  for  AIDS  Clinical  Trials 
Units  (ACTUs).  The  purpose  of  this  RFA  is  to  recompete  the  adult  component  of 
the  AIDS  Clinical  Trial  Group  (ACTG)  by  soliciting  applications  from  existing 
ACTUs  and  from  new  applicants.  This  initiative  will  utilize  the  cooperative 
agreement.  The  adult  component  of  the  ACTG  is  a network  of  32  domestic 
biomedical  research  institutions  that,  in  aggregate,  has  the  capabilities  to 
develop  new  therapeutic  interventions  from  initial  clinical  trials  in  human 
subjects  to  their  final  approval  by  the  Food  and  Drug  Administration.  The 
research  objectives  of  the  ACTG  are  to  evaluate  the  safety  and  efficacy  of 
therapeutic  interventions  for  the  treatment  of  Human  Immunodeficiency  Virus 
(HIV)  infection,  acquired  immunodeficiency  syndrome  (AIDS),  and  associated 
opportunistic  conditions. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  Healthy  People  2000,  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  Recompetition  of  the  Adult 
AIDS  Clinical  Trials  Units,  is  related  to  the  priority  area  of  HIV  infection. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

OBJECTIVES 

It  is  the  intent  of  the  recompetition  to  maintain  a cooperative  network  of 
adult  ACTUs  that  has  the  capability  to  conduct  all  phases  of  therapeutic 
clinical  evaluation  to  identify  new  therapies  and  to  facilitate  the  transfer 
of  interventions  from  the  research  setting  to  routine  patient  care.  Emphasis 
will  be  placed  on  the  inclusion  of  women,  minorities  and  substance  abusers  in 
the  clinical  studies  so  that  the  patients  participating  in  the  clinical  trials 
network  reflect  the  demographic  features  of  the  national  HIV  epidemic.  This 
network  will  be  composed  of  investigators  from  a variety  of  disciplines  with 
demonstrated  expertise  and  experience  in  conducting  clinical  trials  especially 
among  HIV  infected  patients.  The  research  objectives  will  be  accomplished 
through  the  development  of  protocols,  accrual  of  patients  to  ACTG  protocols. 
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submission,  analysis  and  publication  of  data,  and  by  participation  of  the  ACTU 
investigators  in  ACTG  committees.  The  research  agenda  and  priorities  will  be 
established  by  the  ACTG  Executive  Committee  whose  members  include  the 
Associate  Director  of  the  Treatment  Research  Program,  DAIDS.  Scientific  areas 
of  highest  priority  include  antiretroviral  therapy  and  treatment  of 
opportunistic  infections  associated  with  HIV  infection.  Studies  of 
HIV-associated  malignancies  and  neurological  complications  will  also  be 
emphasized.  The  ACTG  committees  (Scientific,  Resource,  and  Executive)  are 
composed  of  investigators  from  the  ACTUs,  a NIAID  staff  representative,  and 
representatives  from  patient  advocacy  groups.  In  order  to  achieve  these 
objectives,  supplementary  resources  will  continue  to  be  provided  to  the  ACTU 
Principal  Investigators  by  the  NIAXD  through  other  funding  mechanisms  and 
include:  (1)  a Statistical  and  Data  Analysis  Center  that  assists  in  protocol 

design  and  functions  as  a central  data  management  center,  (2)  an  Operations 
Office  that  provides  technical  and  logistical  support  for  the  development  and 
implementation  of  protocols,  (3)  Clinical  Site  Monitoring  to  ensure  the 
quality  of  data  and  conformance  with  regulatory  requirements,  and  (A)  a 
Clinical  Research  Products  Repository  that  provides  for  the  receipt, 
inventory,  and  distribution  of  investigational  drugs. 

The  RFA  contains  information  related  to  both  required  and  optional  components. 
All  applicants  must  apply  for  the  ACTU  clinical  core  funding  to  be  eligible  to 
apply  for  optional  components.  The  clinical  core  funding  will  provide  the 
resources  required  to  maintain  an  infrastructure  sufficient  to  accrue  an 
agreed  upon  minimum  annual  number  of  new  patients  on  to  protocols.  The 
clinical  core  funds  also  will  support  laboratory  costs  for  protocol  mandated 
immunophenotyping . Applicants  for  the  ACTU  clinical  core  funding  will  be 
eligible  to  apply  for  optional  components  that  include:  (1)  pediatric 
clinical  trials  [limited  to  adult  ACTUs  that  have  an  existing  pediatric 
component],  (2)  virology  core  laboratory  support  for  protocol  mandated 
testing,  (3)  pharmacology  core  laboratory  support  for  protocol  mandated 
testing,  (A)  developmental  research  in  virology  [limited  to  applicants  who 
apply  for  and  are  awarded  funds  for  (2)],  (5)  developmental  research  in 
pharmacology  [limited  to  applicants  who  apply  for  and  are  awarded  funds  for 
(3)],  (6)  developmental  research  in  immunology,  and  (7)  developmental  research 
in  other  areas  of  microbiology.  An  applicant  must  receive  an  award  for  the 
ACTU  clinical  core  to  be  eligible  for  funding  of  the  optional  components. 
However,  funding  priorities  for  the  optional  components  will  be  established 
independent  of  the  priorities  for  the  ACTU  clinical  core  awards.  Funding 
priorities  for  the  ACTU  clinical  core  will  not  be  affected  by  the  presence  or 
absence  of  optional  components. 

SPECIAL  INSTRUCTIONS  FOR  THE  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

The  following  is  a brief  statement  of  the  NIH  and  ADAMHA  policy  regarding  the 
inclusion  of  women  and  minorities  in  study  populations.  The  inclusion  of 
women  and  minorities  should  be  addressed  in  applications  submitted  in  response 
to  this  RFA. 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  must  be  provided.  Application  without  such  documentation  will 
not  be  accepted  for  review. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  as  cooperative  agreements  (U01).  The  cooperative 
agreement  funding  instrument  differs  from  the  traditional  research  grant  in 
that  the  Government  awarding  component  (NIAID)  anticipates  substantial 
programmatic  involvement  during  the  performance.  The  nature  of  NIAID  staff 
assistance  is  described  in  the  RFA.  However,  applicants  must  define  their  own 
objectives  in  accord  with  individual  interests  and  approaches  to  conducting 
the  research.  The  NIAID  anticipates  that  $A8,0Q0,000  will  be  available  for 
the  initial  year  of  funding  applications  in  response  to  this  RFA  and  that 
approximately  20-25  applications  will  be  funded.  The  award  of  grants  pursuant 
to  this  RFA  is  contingent  on  the  continuing  availability  of  funds  for  this 
purpose  and  on  the  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit. 

APPLICATION  SUBMISSION 

Eligibility:  Any  domestic  university,  medical  college,  hospital,  or  other 

clinical  research  institution  is  eligible.  Under  the  terms  of  this  RFA,  new 
applicants  and  established  adult  ACTUs  are  invited  to  apply.  Only  domestic 


NIH  GUIDE  - Vol . 20,  No.  18,  May  3,  1991  - Page  A 


organizations  are  eligible  to  apply  and  the  application  may  not  include  an 
international  component. 

Letter  of  Intent:  Prospective  applicants  are  asked  to  submit,  by  June  5, 

1991,  a letter  of  intent  that  includes  a descriptive  title  and  description  of 
the  proposed  research  not  to  exceed  three  pages.  The  letter  of  intent  is 
requested  to  provide  an  indication  of  the  number  and  scope  of  applications  to 
be  received  and  to  promote  early  interaction  between  NIAID  staff  and  the 
applicant.  The  letter  of  intent  does  not  commit  the  sender  to  submit  an 
application,  nor  is  it  a requirement  for  submission  of  an  application. 

Submission:  The  research  grant  application  form  PHS  398  (rev.  10/88, 

reprinted  9/89)  must  be  used  in  applying.  These  forms  are  available  at  most 
institutional  business  offices  and  from  the  Division  of  Research  Grants, 
National  Institutes  of  Health,  Westwood  Building,  Room  499,  5333  Westbard 
Avenue,  Bethesda,  MD  20892.  To  identify  responses  to  this  announcement  under 
Item  2 on  page  1 of  the  grant  application,  check  'yes'  and  include  the  title 
and  number  of  the  RFA . The  RFA  label  in  the  form  PHS  398  must  be  affixed  to 
the  bottom  of  face  page  of  the  original  signed  application.  Failure  to  do  so 
could  result  in  delayed  processing  of  the  application  so  that  it  may  not  reach 
the  review  committee  in  time  for  review.  Incomplete  and  nonresponsive 
applications  will  be  returned  to  the  applicant  without  review. 

REVIEW  PROCEDURES 

Comprehensive  evaluation  of  the  applications  will  be  conducted  by  a Special 
Review  Committee  (SRC)  consisting  primarily  of  non-Federal  scientific  experts. 
The  adult  component  (Part  A)  and  pediatric  component  (Part  B,  if  present)  will 
be  evaluated  and  scored  based  on  the  scientific  merit  at  one  SRC  session. 
Optional  components  will  be  forwarded  to  a second  SRC  for  evaluation.  The 
priority  score  assigned  to  the  application  will  be  based  on  the  score  received 
for  Part  A.  The  merit  of  Part  B and  Part  C components  will  be  used  by  NIAID  to 
guide  funding  decisions  with  respect  to  these  components. 

APPLICATION  PROCEDURES 

Submit  by  August  6,  1991,  a signed,  typewritten  original  of  the  application, 
and  6 exact,  single-sided  photocopies  (including  Appendix)  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Submit  17  exact,  single-sided  photocopies  of  the  application  in  one  package 
directly  to : 

Dr.  Allen  Stoolmiller 
AIDS  Review  Section 
NIAID/DEA/PPRB 

Westwood  Building,  Room  3A-07 
5333  Westbard  Avenue 
Bethesda,  MD  20892 

INQUIRES 

The  RFA  is  available  from  and  Letters  of  Intent  are  to  be  sent  to: 

F.H.  Batzold,  Ph.D. 

Division  of  AIDS 

National  Institute  of  Allery  and  Infectious  Diseases 
6003  Executive  Boulevard,  Room  208P 
Rockville,  MD  20892 
Telephone:  (301)  496-8214 

For  budget  questions,  contact: 

Ms . Mary  Kirker 

Chief,  AIDS  Grants  Management  Section 
Grants  Management  Branch/NIAID 
Westwood  Building,  Room  706 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 


NIH  GUIDE  - Vol . 20,  No.  18,  May  3 


1991  - Page  5 


COOPERATIVE  NETWORK  FOR  MOLECULAR  GENETIC  AND  CYTOGENETIC  STUDIES  OF  PROSTATE 

CANCER 


RFA  AVAILABLE:  CA-91-10 

P.T.  34;  K.W.  0715035,  1002058,  1002004,  0413001 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  June  10,  1991 
Application  Receipt  Date:  September  6,  1991 

The  Cancer  Diagnosis  Branch  of  the  Division  of  Cancer  Biology,  Diagnosis  and 
Centers  (DCBDC)  at  the  National  Cancer  Institute  (NCI)  invites  applications 
for  cooperative  agreements  from  institutions  capable  of  and  interested  in 
participating  in  a cooperative  network  for  studies  of  molecular  genetics  and 
cytogenetics  of  prostate  cancer.  The  goals  of  this  Request  for  Applications 
(RFA)  are:  1 ) to  promote  collaborations  and  interactions  between  basic 
scientists  and  clinicians  in  order  to  advance  prostate  cancer  research;  2)  to 
identify  genetic  alterations  that  may  distinguish  the  behavior  of  clinically 
silent  prostate  cancer  from  that  of  clinically  evident  cancer;  3)  to  determine 
whether  there  is  a molecular  genetic  basis  for  differences  in  prostate  cancer 
incidence  between  Blacks  and  Whites;  4)  to  explore  the  biological  basis  for 
the  striking  increase  in  prostate  cancer  incidence  with  age.  Groups 
participating  in  the  network  will  attempt  to  assess  biological  differences  in 
prostate  cancer  using  molecular  genetic  and  cytogenetic  approaches  with  the 
long-term  goal  of  developing  a more  informative  classification  system. 
Cooperative  studies  will  facilitate  the  application  of  molecular  techniques  to 
prostate  cancer  research  through  the  efficient  use  of  prostate  cancer  and 
normal  prostate  tissue. 

Awards  will  be  made  as  cooperative  agreements  that  create  an  assistance 
relationship  with  substantial  involvement  of  NCI  staff  during  the  performance 
of  the  project,  as  outlined  in  the  RFA.  This  mechanism  is  used  when  the  NCI 
wishes  to  stimulate  investigator  interest  and  proposes  to  advise  or  assist  in 
an  important  and  opportune  area  of  research.  Applicants  will  be  responsible 
for  the  planning,  direction,  and  execution  of  the  proposed  project.  It  is 
essential  that  there  be  good  liaison  between  basic  scientists  and  clinicians. 
Each  group  responding  to  this  RFA  must  describe  existing  and  proposed 
collaboration/cooperation  between  basic  scientist(s)  and  clinician( s) . 

The  NCI  anticipates  making  three  to  five  awards  for  project  periods  of  up  to 
four  years.  A total  of  $1,000,000  is  expected  to  be  set  aside  for  the  initial 
year's  funding.  Although  this  program  is  provided  for  in  the  financial  plans 
of  the  NCI,  the  award  of  cooperative  agreements  pursuant  to  this  RFA  is 
contingent  on  the  availability  of  funds  appropriated  for  fiscal  year  1992. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  HEALTHY  PEOPLE  2000,  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  "Cooperative  Network  for 
Molecular  Genetic  and  Cytogenetic  Studies  of  Prostate  Cancer"  is  related  to 
the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  While  inclusion  of  women  is  not  relevant  to  this  RFA,  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities, 
particularly  blacks,  who  are  disproportionately  affected,  in  studies  of 
prostate  cancer.  If  minorities  are  not  included  or  are  inadequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications' without  such  documentation  will  not  be  accepted  for 
review . 

This  RFA  is  a one-time  solicitation  with  a specified  deadline  of  September  6, 
1991  for  receipt  of  applications. 

A copy  of  the  complete  RFA  describing  the  research  goals  and  scope,  the 
cooperative  agreement  mechanism,  the  review  criteria,  and  other  application 
requirements  is  available  from: 
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Roger  L.  Aamodt , Ph.D. 

Program  Director  for  Pathology/Cytology 

Cancer  Diagnosis  Branch,  DCBDC,  NCI 

Room  638,  Executive  Plaza  South 

6120  Executive  Boulevard 

Rockville,  MD  20892-9904 

Telelephone : (301)  496-7147 

FAX:  (301)  496-8656 

Inquiries  concerning  this  RFA  are  encouraged  and  should  be  directed  to  Dr. 
Aamodt  at  the  above  address  and  telephone  number. 

For  fiscal  and  administrative  matters,  contact: 

Robert  E.  Hawkins 

Grants  Management  Specialist 

Grants  Administration  Branch 

National  Cancer  Institute 

EPS,  Room  216 

Bethesda , MD  20892 

Telephone:  (301)  496-7800  ext.  13 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.394,  Cancer  Detection  and  Diagnosis  Research.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law 
78-410  as  amended:  42  USC  241)  and  administered  under  PHS  grant  policies  and 
Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 


STATE  SERVICE  SYSTEMS  IMPROVEMENT  THROUGH  CONSUMER  AND  FAMILY  SUPPORT 

ACTIVITIES 

RFA  AVAILABLE:  MH-91-13 

P.T.  34;  K.W.  0730050,  0715095,  0715129,  0403004 
National  Institute  of  Mental  Health 
Application  Receipt  Date:  June  24,  1991 
PURPOSE 

The  Community  Support  Program  (CSP)  of  the  National  Institute  of  Mental  Health 
(NIMH)  is  inviting  applications  under  this  Request  for  Applications  (RFA)  to 
demonstrate  and  evaluate  service  system  improvement  strategies  that  integrate 
consumers  and  family  members  into  the  planning  and  provision  of  mental  health 
and  support  services  at  State  and  local  levels. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  "State  Service  Systems 
Improvement  Through  Consumer  and  Family  Support  Activities,"  is  related  to  the 
priority  area  of  mental  health.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

Applications  are  encouraged  that  demonstrate  and  evaluate  strategies  that  are 
directed  toward  the  following  programmatic  goals: 

o Integrating  primary  consumers  and  family  members  into  State  and 
local  service  delivery,  systems  planning,  decision-making,  and 
research  activities  in  order  to  develop  mental  health  and  support 
services  that  are  considered  responsive  to  consumer  and  family 
needs  and  preferences; 

o Improving  linkages  between  consumer  self-help  and  family  support 
groups  and  the  formal  community  support,  treatment,  and 
rehabilitation  service  systems; 

o Increasing  the  effectiveness  of  consumers  and  family  members  in 
identifying  and  fostering  needed  system,  program,  and  service 
improvements ; 
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o Fostering  participation  of  minority  individuals  in  consumer 

self-help  and  family  support  groups  as  an  element  of  the  service 
delivery  planning  and  decision  making; 

o Increasing  opportunities  for  consumer  employment  within  the  formal 
service  system. 

POPULATION  OF  CONCERN 

The  population  of  concern  for  CSP  grants  includes  individuals  18  years  and 
over  with  a severe  and  persistent  mental  disorders  that  seriously  impair 
functioning  in  primary  aspects  of  daily  living,  such  as  interpersonal 
relations,  living  arrangements,  and  employment.  Applicants  should  pay 
attention  to  the  unique  needs  and  special  concerns  of  racial  and  ethnic 
minorities  and  women. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

ELIGIBILITY 

Only  mental  health  authorities  in  States  and  Territories  that  do  not  currently 
have  a CSP  State  Service  System  Improvement  Demonstration  Grant  or  are  in  the 
final  year  of  a CSP  State  Service  System  Improvement  Demonstration  Grant  for 
general  community  support  development  activities  are  eligible  to  apply  for 
these  grants.  Each  State  and  Territory  may  submit  only  one  application. 

APPLICATION  PROCEDURES 

All  applicants  must  use  form  PHS-5161  (revised  3/89).  Application  kits  are 
available  from: 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

Parklawn  Building,  Room  7C-15 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4414 

TERMS  AND  CONDITIONS  OF  SUPPORT 

Period  of  Support 

Support  may  be  requested  for  a period  of  up  to  three  years.  Annual  awards 
will  be  made  subject  to  continued  availability  of  funds  and  progress  achieved. 

In  Fiscal  Year  1991,  it  is  estimated  that  approximately  $1  million  will  be 
available  to  support  approximately  10  projects.  The  expected  average  amount 
of  an  award,  for  direct  costs,  is  estimated  to  be  $100,000  per  year.  However, 
the  amount  of  funding  available  will  depend  on  appropriated  funds  and  program 
priorities  at  the  time  of  award. 

Allowable  Costs 

Applicants  must  include  the  following  agreement  in  their  applications: 
"(Applicant)  agrees  that  not  more  than  10  percent  of  any  resultant  grant  award 
will  be  expended  for  administrative  purposes." 

Grants  are  intended  to  assist  in  meeting  the  costs  of  planning,  developing, 
and  implementing  activities  to  support  attainment  of  the  project  objectives. 
Grant  funds  are  to  be  additive,  not  substitutive;  they  are  not  to  be  used  to 
replace  existing  resources. 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  carry 
out  the  proposed  project,  including  both  direct  and  indirect  costs  that  are 
specifically  identified  with  the  proposed  project. 

INQUIRIES 

Applicants  are  encouraged  to  contact  Institute  staff  before  applying  for  an 
award : 
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Neal  Brown,  Chief 
Community  Support  Section 

System  Development  and  Community  Support  Branch 

Division  of  Applied  and  Services  Research 

National  Institute  of  Mental  Health 

Parklawn  Building,  Room  11C-22 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-3653 

Inquiries  pertaining  to  grants  management  should  be  directed  to: 
Steven  Hudak 

Chief,  Grants  Management  Section 
Grants  Management  Branch 
National  Institute  of  Mental  Health 
Parklawn  Building,  Room  7C-23 
Rockville,  MD  20857 
Telephone:  (301)  443-4456 


COOPERATIVE  NETWORK  FOR  EVALUATION  OF  PROGNOSTIC  MARKERS  OF  URINARY  BLADDER 

CANCER 

RFA  AVAILABLE:  CA-91-09 

P.T.  34;  K.W.  0715035,  0785220,  0765033 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  May  31,  1991 
Application  Receipt  Date:  July  31,  1991 

The  Cancer  Diagnosis  Branch  of  the  Division  of  Cancer  Biology,  Diagnosis  and 
Centers  at  the  National  Cancer  Institute  invites  applications  for  cooperative 
agreements  from  institutions  capable  of  and  interested  in  participating  in  the 
"Cooperative  Network  for  Evaluation  of  Prognostic  Markers  of  Urinary  Bladder 
Cancer."  The  objective  of  this  Request  for  Applications  (RFA)  is  to  invite 
applications  for  cooperative  agreements  to  support  a network  of  laboratories 
to  cooperatively  evaluate  promising  diagnostic  and  prognostic  markers  of 
urinary  bladder  cancer.  The  network  will  perform  collaborative  studies 
requiring  expertise  in  urology,  pathology,  and/or  basic  cancer  biology  to 
evaluate  appropriate  quant if iable  markers  of  urinary  bladder  cancer  and  to 
define  relevant  clinical  applications.  This  network  will  continue  and  expand 
the  collaborative  studies  of  urinary  bladder  cancer  markers  currently 
supported  by  the  "Marker  Network  for  Bladder  Cancer." 

Awards  will  be  made  as  cooperative  agreements  that  create  an  assistance 
relationship  with  substantial  NCI  programmatic  involvement  with  the  recipients 
during  the  performance  of  the  project,  as  outlined  in  this  RFA.  The 
cooperative  agreement  mechanism  is  used  when  the  NCI  wishes  to  stimulate 
investigator  interest  and  proposes  to  assist  in  an  important  and  opportune 
area  of  research.  Applicants  will  be  responsible  for  the  planning,  direction, 
and  execution  of  the  proposed  project. 

The  NCI  anticipates  making  four  to  six  awards  for  project  periods  of  up  to 
four  years.  A total  of  $950,000  is  expected  to  be  set  aside  for  funding  these 
activities  in  the  initial  year.  Although  this  project  is  provided  for  in  the 
financial  plans  of  the  NCI,  the  award  of  cooperative  agreements  pursuant  to 
this  RFA  is  contingent  on  the  availability  of  funds  appropriated  in  fiscal 
year  1992. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  "Cooperative  Network  for 
Evaluation  of  Prognostic  Markers  of  Urinary  Bladder  Cancer,"  is  related  to  the 
priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People 
2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325 
(telephone  202-783-3238) . For  projects  involving  clinical  research,  NIH 
requires  applicants  to  give  special  attention  to  the  inclusion  of  women  and 
minorities  in  study  populations.  If  women  or  minorities  are  not  included  or 
are  inadequately  represented  in  the  study  populations  for  clinical  studies,  a 
specific  justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 
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This  RFA  is  a one-time  solicitation  with  a specified  deadline  of  July  31,  1991 
for  receipt  of  applications. 

A copy  of  the  complete  RFA  describing  the  research  goals  and  scope,  the 
cooperative  agreement  mechanism,  the  review  criteria,  and  other  application 
requirements  is  available  from: 

Roger  L.  Aamodt  Ph.D. 

Program  Director  for  Pathology  and  Cytology 

Cancer  Diagnosis  Branch,  DCBDC,  NCI 

Executive  Plaza  South,  Room  638 

6120  Executive  Boulevard 

Rockville,  MD  20892-9904 

Telephone:  (301)  496-7147 

FAX:  (301)  496-8656 

Inquiries  concerning  this  RFA  or  the  activities  of  the  currently  funded  marker 
network  are  encouraged  and  should  be  directed  to  Dr.  Roger  L.  Aamodt  at  the 
above  address  or  telephone  or  FAX  number. 

For  fiscal  and  administrative  matters,  contact: 

Robert  E . Hawkins 

Grants  Management  Specialist 

Grants  Administration  Branch 

National  Cancer  Institute 

EPS,  Room  216 

Bethesda , MD  20892 

Telephone:  (301)  496-7800  ext.  13 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.394,  Cancer  Detection  and  Diagnosis  Research.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law 
78-410  as  amended:  42  USC  241)  and  administered  under  PHS  grant  policies  and 
Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 


ADAMHA  SMALL  INSTRUMENTATION  PROGRAM 

RFA:  AA-91-03 

P.T.  34;  K.W.  0735000 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

Letter  of  Intent  Receipt  Date:  May  20,  1991 
Application  Receipt  Date,  June  21,  1991 

The  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA)  is 
announcing  the  third  year  of  the  ADAMHA  Small  Instrumentation  Program  (ASIP). 
This  program  was  reauthorized  by  Congress  for  FY  1991  in  Section  501 (m)  of  the 
Public  Health  Service  Act,  as  added  to  by  P.L.  100-690,  in  response  to 
findings  that  much  of  the  research  instrumentation  in  the  Nation's  principal 
universities  is  either  obsolete  or  poorly  maintained.  These  findings, 
documented  in  several  reports,  identified  the  need  for  upgrading  equipment 
currently  in  use.  The  most  significant  need  was  for  relatively  low-cost 
pieces  of  equipment.  To  address  this  problem,  ADAMHA  established  the  Small 
Instrumentation  Program  in  FY  1989.  Awards  are  made  under  authority  of  Titles 
III  and  of  the  PHS  Act  as  amended.  Funds  will  be  provided  to 
research- intensive  institutions  currently  receiving  ADAMHA  research  support. 
The  ASIP  is  not  intended  to  replace  requests  for  equipment  in  applications  for 
individual  research  projects.  Rather,  it  is  intended  to  help  fund  items  of 
equipment  that  are  difficult  to  justify  within  the  context  of  an  individual 
research  project  but  that  will  upgrade  the  institution's  research 
infrastructure . 

The  ADAMHA  program  has  a similar  purpose  to  the  National  Institutes  of  Health 
Small  Instrumentation  Program  but  will  operate  separately  and  under  slightly 
different  guidelines  because  of  differences  in  the  infrastructure  support 
mechanisms  available  to  the  two  agencies. 

The  ADAMHA  program  will  be  funded  in  FY  1991  at  $2,402,000.  The  program 
provides  awards  ranging  from  $20,000  to  $60,000  to  eligible  institutions. 
Eligible  institutions  are  those  that  had  five  or  more  active  ADAMHA  research 
grants  awarded  in  FY  1990.  The  awards  must  be  from  the  following  types  of 
research  mechanisms:  R01,  R03,  R29,  and  R37.  The  amount  for  which  an 
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institution  may  apply  was  calculated  by  a formula  based  on  the  $2,402,000 
available  for  the  program  this  year  and  on  the  number  of  ADAMHA- sponsored 
awards  in  the  eligible  mechanisms  at  an  institution.  Each  eligible 
institution  may  submit  ONLY  ONE  application  that  incorporates  all  appropriate 
equipment  requests  from  that  institution.  Thus,  it  is  essential  that 
institutional  officials  publicize  the  availability  of  ASIP  funds  so  that 
ADAMHA- supported  investigators  in  need  of  small  research  instruments  are 
provided  the  opportunity  to  indicate  their  needs  for  such  equipment  to  the 
appropriate  institutional  official. 

The  equipment  requested  must  be  available  for  use  by  more  than  one  project 
either  currently  or  in  the  future.  The  primary  user(s)  of  the  equipment  must 
be  one  or  more  Principal  Investigators  of  active  ADAMHA- supported  research 
grants,  and  the  specific  projects  must  be  cited  in  the  application.  No 
indirect  costs  will  be  provided  and  there  will  be  no  future  year  funding 
commitment.  The  requested  funds  may  be  for  full  or  partial  support  of  one  or 
more  pieces  of  equipment  In  no  case,  however,  can  the  total  purchase  price  of 
a requested  piece  of  equipment  be  less  than  $5,000  or  more  than  $100,000 
regardless  of  the  sourceCs)  of  funding.  If  the  total  dollar  amount  of 
proposed  eguipment  purchases  exceeds  the  amount  for  which  the  institution  is 
eligible,  a statement  must  be  submitted  indicating  the  institution  will 
provide  the  difference.  Support  from  this  program  cannot  be  used  to  purchase 
items  exceeding  $100,000  in  cost  even  if  costs  are  shared.  The  equipment 
purchased  must  be  the  same  as  that  specified  in  the  ASIP  application. 

Applications  must  be  received  by  June  21,  1991,  and  letters  of  intent  should 
be  received  by  May  20,  1991.  Detailed  application  procedures  have  been  sent 
to  eligible  institutions.  Applications  will  be  peer  reviewed  by  a single 
ADAMHA-wide  committee.  The  review  criteria  are:  Degree  of  adherence  to  the 
terms  of  the  letter  of  eligibility  and  adequacy  of  the  justification  provided 
for  the  equipment  requested.  The  reviewers  will  determine  whether  the 
application  is  recommended  for  approval;  no  priority  scores  will  be  voted. 
Applications  will  be  assigned  to  individual  ADAMHA  Institutes  for 
consideration  by  their  National  Advisory  Councils  and  for  funding.  The 
Institutes  expect  to  make  the  awards  in  September. 

Ouestions  concerning  this  program  may  be  directed  to  any  of  the  following 
persons : 

Dr.  Charles  Sharp 
Division  of  Preclinical  Research 
National  Institute  on  Drug  Abuse 
Room  10A-31 

Telephone:  (301)  443-6300 

Mr.  James  Moynihan 

Division  of  Basic  Brain  and  Behavioral  Sciences 
National  Institute  of  Mental  Health 
Room  11-95 

Telephone:  (301)  443-3107 

Dr.  Leslie  Isaki 
Division  of  Basic  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Room  16C-05 

Telephone:  (301)  443-4223 

Grants  Management  Contact : 

Elsie  M.  Fleming 

Chief,  Management  Review  and  Assistance  Section 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Room  16-86 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-4703 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 

5333  Westbard  Avenue  * U.S.  G.P.0. : 1991- 281-826:20044 

Bethesda,  Maryland  20816 
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NOTICES 

PREAPPLICATION  MEETINGS:  ADULT  AIDS  CLINICAL  TRIALS  UNITS  1 

National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  ALLERGY,  INFECTIOUS  DISEASES 

BIOLOGICAL  FLUID  DYNAMICS  WORKSHOP:  MODELING  FLOWS  WITH  IMMERSED 

ELASTIC  STRUCTURES  1 

National  Center  for  Research  Resources 
Index:  RESEARCH  RESOURCES 

NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

KIDNEY  DISEASE  AND  HYPERTENSION  IN  BLACKS:  PILOT  STUDY  (RFA  DK-91-06)  2 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Index:  DIABETES,  DIGESTIVE  DISEASES,  KIDNEY  DISEASES 

PROGRAM  PROJECTS  IN  VASCULAR  BIOLOGY  AND  MEDICINE  (RFA  HL-91-07)  3 

National  Heart,  Lung,  and  Blood  Institute 
Index:  HEART,  LUNG,  BLOOD 

ONGOING  PROGRAM  ANNOUNCEMENTS 

MEDICAL  RELEVANCE  OF  HUMAN  HERPESVIRUSES  TYPES  6 AND  7 (PA-91 -A9)  5 

National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  ALLERGY,  INFECTIOUS  DISEASES 

MINORITY  INSTITUTIONAL  RESEARCH  TRAINING  PROGRAM  (PA-91 -50)  8 

National  Heart,  Lung,  and  Blood  Institute 
Index:  HEART,  LUNG,  BLOOD 

MINORITY  SCHOOL  FACULTY  DEVELOPMENT  AWARD  (PA-91 -51)  12 

National  Heart,  Lung,  and  Blood  Institute 
Index:  HEART,  LUNG,  BLOOD 

RESEARCH  ON  MENTAL  DISORDERS  IN  RURAL  POPULATIONS  (PA-91 -52)  17 

National  Institute  of  Mental  Health 
Index:  MENTAL  HEALTH 

RESEARCH  ON  THE  EFFECTS  OF  POWER  FREQUENCY  ELECTRIC  AND  MAGNETIC 

FIELDS  (PA-91-53)  19 

National  Institute  of  Environmental  Health  Sciences 
Index:  ENVIRONMENTAL  HEALTH  SCIENCES 


NOTICES 


PREAPPLICATION  MEETINGS:  ADULT  AIDS  CLINICAL  TRIALS  UNITS 

RFA : AI-91-07 

P.T.  39;  K.W.  0715008,  0755015 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Division  of  Acquired  Immunodeficiency  Syndrome  of  the  National  Institute 
of  Allergy  and  Infectious  Diseases  (NIAID)  is  sponsoring  three  preapplication 
meetings  for  prospective  applicants  responding  to  RFA  AI-91-07,  Adult  AIDS 
Clinical  Trials  Units  (NIH  Guide  for  Grants  and  Contracts,  Vol . 20,  No.  18, 

May  3,  1991).  The  purpose  of  these  meetings  is  to  provide  a forum  where 
prospective  applicants  may  obtain  information  on  the  preparation  and 
submission  of  applications  in  response  to  RFA  AI-91-07. 

NIAID  staff  will  discuss  the  structure  and  function  of  the  AIDS  Clinical 
Trials  Group  and  the  structure  of,  and  elements  to  be  included  in,  the 
applications.  NIAID  program,  review,  and  grants  management  staff  will  be 
available  to  answer  questions. 

The  meetings  will  be  held  from  8:00  a.m.  to  3:00  p.m.  at  the  following 
locations : 

(1)  June  3,  1991  - Bethesda  Hyatt  Regency,  Bethesda,  MD 

(2)  June  9,  1991  - Hyatt  Regency  at  the  San  Francisco  Airport 

(3)  June  5,  1991  - Hyatt  Regency  at  the  Dallas  Airport 

For  further  information  contact: 

Frederick  H.  Batzold,  Ph.D.  or 
Ms.  Debra  Cockrell 

Clinical  Research  Management  Branch 
Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 
Telephone:  (301)  996-8219 

Prospective  applicants  are  encouraged  to  request  a copy  of  and  review  the  full 
RFA.  Please  submit  any  written  questions  to: 

F.H.  Batzold,  Ph.D. 

DAIDS/NIAID 

6003  Executive  Blvd. 

Rockville,  MD  20892 


BIOLOGICAL  FLUID  DYNAMICS  WORKSHOP:  MODELING  FLOWS  WITH  IMMERSED  ELASTIC 

STRUCTURES 

P.T.  92;  K.W.  0710020 

National  Center  for  Research  Resources 

The  Pittsburgh  Supercomputing  Center  (PSC)  is  conducting  a four-day  workshop 
entitled,  "Biological  Fluid  Dynamics  Workshop:  Modeling  Flows  with  Immersed 
Elastic  Structures,"  July  28-31,  1991.  This  workshop  is  funded  by  a grant 
from  the  Biomedical  Research  Technology  Program,  National  Center  for  Research 
Resources,  National  Institutes  of  Health. 

This  workshop  will  familiarize  biomedical  researchers  with  computational 
methods  for  problems  in  biological  fluid  dynamics  and  provide  practice  in 
applying  super computing  resources  such  as  the  PSC's  CRAY  YMP/832  to  such 
problems.  Previous  supercomput ing  experience  is  not  necessary.  The  workshop 
will  emphasize  computer  modeling  of  flow  problems  in  which  a fluid  interacts 
with  an  elastic  or  muscular  boundary.  Examples  of  such  problems  will  include 
aquatic  animal  locomotion,  blood  flow  in  the  heart,  and  platelet  aggregation. 

A common  methodology  will  be  presented  that  is  applicable  to  problems  of  this 
type.  The  workshop  leaders  are  Lisa  Fauci,  Tulane  University;  Aaron  Fogelson, 
University  of  Utah;  and  David  M.  McQueen,  New  York  University. 

This  workshop  includes  an  optional  half-day  session  the  afternoon  of  Sunday, 
July  28,  led  by  PSC  staff  members.  Topics  to  be  covered  during  the  optional 
session  include  VAX/VMS  and  UNIC0S,  the  Cray  version  of  the  AT&T  System  V Unix 
operating  system. 
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Travel,  meals,  and  hotel  accommodations  for  U.S.  academic  participants  are 
supported  by  the  grant.  Enrollment  is  limited  to  20  participants.  The 
deadline  for  submission  of  applications  is  June  14,  1991. 

For  application  forms  and  further  information  on  this  workshop  call  or  write: 
Nancy  Kiser 

Biomedical  Coordinator 
Pittsburgh  Supercomput ing  Center 
4400  Fifth  Avenue 
Pittsburgh,  PA  15213 
Telephone:  (412)  268-5206 

Internet:  kiser3psc.edu;  Bitnet:  kiserSpscwpsca 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


KIDNEY  DISEASE  AND  HYPERTENSION  IN  BLACKS:  PILOT  STUDY 

RFA  AVAILABLE:  DK-91-06 

P.T.  34,  FC;  K.W.  0715115,  0755015,  0760013,  0760035,  0745070 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  September  5,  1991 
Application  Receipt  Date:  October  18,  1991 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
through  the  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD) 
invites  cooperative  agreement  applications  to  establish  clinical  centers  and  a 
data  coordinating  center  and  supporting  laboratories/distribution  center 
directed  at  conducting  a pilot  study  of  antihypertensive  drug  therapy  among 
persons  with  kidney  disease  due  to  high  blood  pressure.  The  primary  study 
population  will  be  Black  Americans. 

BACKGROUND 

End-stage  renal  disease  (ESRD)  is  an  important  health  problem  among  Blacks 
Americans.  The  incidence  rate  of  treated  ESRD  for  Blacks  is  nearly  four  times 
that  of  Whites.  The  disparity  between  Blacks  and  Whites  is  especially 
striking  for  hypertension-related  ESRD.  The  incidence  rate  of  ESRD  with  a 
diagnosis  of  hypertension,  the  leading  cause  of  renal  failure  among  Blacks,  is 
6.5  times  greater  than  in  Whites.  Since  most,  if  not  all,  of  the  major 
antihypertensive  clincal  trials  conducted  to  date  have  focused  primarily  on 
cerebrovascular  and  cardiovascular  events,  a randomized  controlled  clinical 
trial  is  necessary  to  define  the  clinical  usefulness  and  possible  renal 
protective  effects  of  long-term  therapy  with  the  major  blood  pressure  lowering 
drugs  in  patients,  especially  Blacks,  with  hypertension  responsible  for  their 
impaired  renal  function. 

The  Public  Health  Service  is  committed  to  achieving  the  health  promotion  and 
disease  prevention  objectives  of  "Health  People  2000,"  a Public  Health 
Service-led  national  activity  for  setting  priority  areas.  This  RFA,  "Kidney 
Disease  and  Hypertension  in  Blacks:  Pilot  Study"  is  related  to  the  priority 
area  of  Diabetes  and  Chronic  Disabling  Diseases.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

OBJECTIVES  AND  SCOPE 

The  purpose  of  this  Request  for  Applications  (RFA)  is  to  establish  four 
Clinical  Centers,  one  Data  Coordinating  Center  and  supporting  laboratories  and 
centers  for  drug  distribution,  kidney  biopsy,  and  measurement  of  renal 
function  (glomerular  filtration  rate  or  GFR).  The  Clinical  Centers  will 
recruit,  provide  treatment  and  follow-up  patients  with  reduced  kidney  function 
caused  by  high  blood  pressure.  The  Data  Coordinating  Center  will  collect, 
store,  and  analyze  data  and  specimens  that  are  obtained.  It  is  also  expected 
that  the  Data  Center  will  coordinate  the  activities  of  a Drug  Distribution 
Center,  Kidney  Biopsy  Laboratory,  and  Central  GFR  Laboratory. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
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populations . If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies , a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISMS  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  cooperative  agreement 
(U01 ) , which  is  similar  to  the  traditional  NIH  research  grant . It  differs 
from  a research  grant  in  the  extent  and  nature  of  NIH  staff  involvement . 

As  a result  of  this  announcement,  it  is  anticipated  that  five  awards  (four 
Clinical  Centers  and  one  Data  Coordinating  Center)  will  be  made  under  this 
RFA , at  a funding  level  of  approximately  $400 , 000  in  total  costs  for  the  Data 
Coordinating  Center , and  approximately  $150,000  in  total  costs  for  each 
Clinical  Center.  However,  the  funding  of  such  applications  is  contingent  on 
the  actual  availability  of  funds,  and  the  receipt  of  applications  of 
sufficient  scient if ic  merit . Support  for  successful  applications  will  begin 
on  July  1,  1992;  total  support  for  the  project  will  be  for  33  months.  The 
current  policies  and  requirements  that  govern  the  review,  funding  and 
performance  of  cooperative  agreement  programs  of  the  NIH  will  prevail . 
Additional  requirements  for  performance  in  this  program  are  also  set  forth  by 
NIDDK  and  are  outlined  in  the  full  RFA. 

APPLICATIONS  AND  REVIEW  PROCEDURES 

Applications  will  be  reviewed  initially  by  the  Division  of  Research  Grants 
(DRG ) for  completeness  and  will  be  assigned  to  a special  NIDDK  review  group . 
Evaluation  for  responsiveness  to  the  RFA  is  an  NIDDK  program  staff 
responsibility . Applications  that  are  judged  non -responsive  will  be  returned 
to  the  apppl icant . Those  appl icat ions  judged  to  be  responsive  will  be 
evaluated  for  scientific  technical  merit  by  an  appropriate  initial  review 
group  convened  by  the  NIDDK  Review  Branch . The  second  level  of  review  by  the 
National  Diabetes,  Digestive  and  Kidney  Disease  Advisory  Council  will  make 
recommendations  regarding  funding. 

METHOD  OF  APPLYING 

Applications  must  be  submitted  on  form  PHS  398  (revised  10/88)  available  in 
the  Business  or  Research  Grant  Offices  of  most  academic  or  research 
institutions , or  from  the  Office  of  Grants  Inquiries , Division  of  Research 
Grants,  Room  449,  Westwood  Building,  5333  Westbard  Avenue,  National  Institutes 
of  Health,  Bethesda,  Maryland  20892.  Applications  will  be  accepted  until 
close  of  business  on  October  1 8 , 1991 . No  extension  will  be  granted  on  the 
appl icat ion  deadline . 

INQUIRIES 

Copies  of  the  full  RFA  may  be  obtained  from: 

John  W.  Kusek,  Ph.D. 

Director , Clinical  Trials  Program 

Division  of  Kidney,  Urologic  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  621 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-7133 

For  fiscal  and  administrative  matters,  contact: 

Nancy  C.  Dixon 

Grants  Management  Office  , DEA,  NIDDK 
Westwood  Building,  Room  649B 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 


PROGRAM  PROJECTS  IN  VASCULAR  BIOLOGY  AND  MEDICINE 

RFA  AVAILABLE:  HL-91-07 

P.T.  34;  K.W.  0705015,  0745020,  0745027,  0745070,  0705065 
National  Heart , Lung , and  Blood  Institute 
Application  Receipt  Date : October  1 5 , 1991 
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The  National  Heart,  Lung,  and  Blood  Institute  CNHLBI)  announces  the 
availability  of  a Request  for  Applications  (RFA)  on  the  above  subject.  The 
purpose  of  this  initiative  is  to  encourage  development  of  program  projects 
featuring  innovative  and  interdisciplinary  approaches  to  vascular  biology  and 
medicine.  In  particular,  combined  basic  and  clinical  collaborative  programs 
are  required  for  translating  the  rapid  advances  in  vascular  biology  into 
diagnostic,  therapeutic,  and  preventive  interventions  for  improving  vascular 
health.  This  pertains  to  both  the  systemic  and  pulmonary  circulations.  For 
purposes  of  this  solicitation,  vascular  biology  is  defined  as  the  study  of 
mechanisms  of  development  and  regulation  of  blood  vessels  and  integration  of 
the  knowledge  gained  into  an  understanding  of  the  physiologic  dynamics  of  the 
vasculature.  Vascular  medicine  concerns  itself  primarily  with  the  clinical 
management  of  a wide  variety  of  vascular  diseases.  Its  objectives  are:  the 
clinical  characterization  of  all  vascular  diseases  including  arterial,  venous, 
and  lymph  in  the  cerebral,  coronary,  pulmonary,  aortic,  renal,  and  peripheral 
vascular  beds;  analysis  of  the  pathogeneses  of  these  diseases  including 
atherosclerosis,  lipid  metabolic  disorders,  systemic  and  pulmonary 
hypertension,  peripheral  vascular  disease,  lymphedema,  thrombosis,  vasculitis, 
and  vasospastic  disorders;  and  the  development  of  better  diagnostic, 
therapeutic,  and  preventive  approaches  to  these  diseases.  Investigators  from 
a variety  of  disciplines  including,  but  not  limited  to,  atherosclerosis, 
cardiology,  cell  biology,  hematology,  hypertension,  molecular  biology, 
pulmonary  medicine,  radiology,  vascular  biology,  vascular  medicine,  and 
vascular  surgery  are  encouraged  to  form  collaborations  to  meet  the  goals  of 
the  RFA. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  'Healthy  People  2000,'  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  'Program  Projects  in  Vascular 
Biology  and  Medicine,'  is  related  to  the  priority  area  of  Heart  Disease  and 
Stroke.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full 
Report:  Stock  No.  0 1 7- 00 1 - 00474- 0 ) or  "Healthy  People  2000"  (Summary  Report: 

Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  Program  Project  grant. 
Although  approximately  $7  million  in  total  costs  for  this  program  is  included 
in  the  financial  plans  for  fiscal  year  1992,  award  of  grants  pursuant  to  this 
RFA  is  contingent  upon  receipt  of  funds  for  this  purpose.  It  is  anticipated 
that  5 grants  will  be  awarded  under  this  program.  The  specific  number  to  be 
funded,  however,  will  depend  on  the  merit  and  scope  of  the  applications 
received  and  the  availability  of  funds. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

Inquiries  regarding  this  program  and  requests  for  the  complete  RFA  document 
should  be  addressed  to  the  appropriate  program  administrator: 

Dr.  David  M.  Robinson 

Associate  Director  for  Scientific  Programs 

Division  of  Heart  and  Vascular  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  416 

National  Institutes  of  Health 

Bethesda,  MD  20892 

Telephone:  (301)  496-5656 

FAX:  (301)  496-9882 

Bitnet:  DRW3NIHCU 

Dr.  Carol  H.  Letendre 

Associate  Director  for  Scientific  Programs 
Division  of  Blood  Diseases  and  Resources 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  516 
National  Institutes  of  Health 
Bethesda,  MD  20892 
Telephone:  (301)  496-8966 

FAX:  (301)  402-1622 
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Dr.  Carol  E.  Vreim 

Associate  Director  for  Scientific  Program  Operation 
Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  6A16C 

National  Institutes  of  Health 

Bethesda,  MD  20892 

Telephone:  (301)  496-7208 

FAX:  (301)  496-9886 

For  fiscal  and  administrative  matters,  contact: 
Marie  A.  Willett 

Chief,  Heart  and  Vascular  Grants  Management  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A11C 

National  Institutes  of  Health 

Bethesda,  MD  20892 

Telephone:  (301)  496-7255 


ONGOING  PROGRAM  ANNOUNCEMENTS 


MEDICAL  RELEVANCE  OF  HUMAN  HERPESVIRUSES  TYPES  6 AND  7 

PA:  PA-91-49 

P.T.  34;  K.W.  0715125,  1002045,  0755030 
National  Institute  of  Allergy  and  Infectious  Diseases 
Application  Receipt  Dates:  June  1,  October  1,  February  1 
PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  invites  investigator 
initiated  research  applications  to  explore  possible  etiological  relationships, 
modes  of  transmission,  and  medical  relevance  of  two  newly  recognized  human 
herpesviruses,  HHV-6  and  HHV-7. 

BACKGROUND 

The  isolation,  in  1986,  of  HHV-6  from  human  white  blood  cells  was  followed  in 
1990  by  the  discovery  of  HHV-7  from  a similar  source.  HHV-6  has  been 
identified  as  the  cause  of  roseola  (exanthem  subitum).  Delayed  primary 
infection  can  be  accompanied  by  an  ill-defined  syndrome  having  persistent 
lymphadenopathy  as  its  feature.  Recent  observations  suggest  an  association  of 
HHV-6  with  pneumonia  in  transplant  recipients  and  hepatitis  in  young  infants ; 
it  has  been  suggested  that  HHV-6  can  act  as  a cofactor  in  HIV  pathogenesis . 
Thus , the  full  disease  spectrum  with  which  HHV-6  may  be  associated  has  not  yet 
been  recognized.  Based  on  the  behavior  of  other  herpesviruses,  it  can  be 
anticipated  that  HHV-6  and  HHV-7  may  cause  morbidity  and  mortality  in 
immunocompromised  individuals . The  little  that  is  currently  known  about  HHV-6 
and  -7  suggests  that  they  could  behave  like  CMV . If  this  is  the  case,  the 
development  of  vaccines  and  antivirals  would  be  needed . 

RESEARCH  OBJECTIVES 

The  goal  of  this  program  announcement  is  to  encourage  the  submission  of 
appl ications  oriented  towards  the  coordinate  development  of  the  reagents  and 
information  needed  to  assess  the  medical  importance  of  HHV-6  and  HHV-7.  Thus, 
applications  should  propose  at  least  one  methodological  approach,  e.g. 
development  of  nucleic  acid  probes  or  immunological  assays , and  combine  this 
approach  with  the  assessment  of  clinical  specimens.  Epidemiological  and 
clinical  studies  should  be  carefully  designed  so  that  etiological  associations 
can  be  meaningfully  made.  Control  populations  should  be  carefully  selected 
and  matched  with  patient  populations. 

Among  the  issues  (not  all  inclusive)  that  need  to  be  addressed  are : (1) 

assessment  of  the  etiological  role  of  these  viruses  in  human  disease, 
including  clinical  syndromes  associated  with  primary,  reactivated  and  chronic 
infection,  as  well  as  roles  as  cofactors  in  other  diseases , (2)  determination 
of  the  in  vivo  biological  effects  of  these  viruses,  e.g.,  are  they 
immunosuppressive , (3)  identification  of  the  site(s)  of  latency  of  these 
viruses , and  (4)  determination  of  protective  immune  responses . Applications 
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may  focus  on  one  or  more  of  these  issues  or  on  other  issues  related  to  medical 
importance  of  these  new  human  herpesviruses. 

Applications  whose  sole  emphasis  is  basic  molecular  biological  studies,  such 
as  studies  of  genome  structure,  are  not  appropriate  for  this  program 
announcement.  Because  issues  of  virology,  epidemiology,  and  immunology  may 
need  to  be  addressed  in  a coordinate  manner,  collaborations  among 
investigators  having  expertise  in  these  disciplines  are  encouraged. 

Biostatist ical  input  is  recommended  for  applications  where  correlations 
between  groups  of  individuals  are  proposed. 

MECHANISM  OF  SUPPORT 

This  program  will  be  supported  through  traditional  research  grants  (R01). 
Awards  will  be  administered  under  Public  Health  Service  grants  policy  as 
stated  in  the  PHS  Grants  Policy  Statement,  DHHS  Publication  No.  (OASH) 
82-50,000,  revised  January  1,  1987.  The  total  project  period  for  applications 
submitted  in  response  to  the  Program  Announcement  should  not  exceed  four 
years . 

ELIGIBILITY  REQUIREMENTS 

Non-profit  and  for-profit  organizations  and  institutions,  governments  and 
their  agencies,  and  individuals  are  eligible  to  apply.  Foreign  and  domestic 
institutions  are  eligible. 

GENERAL  REQUIREMENTS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.. 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 
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Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to 
identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  In  such 
a case,  a letter  of  agreement  from  either  the  GCRC  program  director  or 
principal  investigator  could  be  included  with  the  application. 

APPLICATION  PROCEDURE 


Applications  must  be  submitted  on  the  grant  application  form  PHS  398  (Rev. 
10/88,  reprinted  9/89)  and  will  be  accepted  on  the  following  receipt  dates: 


Receipt  Date 


Initial  Review 


Council  Review 


June  1 
October  1 
February  1 


October /November 
February /March 
June/July 


January/February 

May/June 

Sept ember /October 


Application  kits  are  available  at  most  institutional  business  and 
grant/contract  offices  or  may  be  obtained  from:  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  Westwood  Building,  Room  449,  National  Institutes 
of  Health,  Bethesda,  Maryland  20892. 


On  the  first  (face)  page,  item  2,  of  the  application,  the  word  "YES"  must  be 
checked  and  the  title  and  number  of  the  announcement  typed  in  the  space 
provided:  PA-91 -49:  MEDICAL  RELEVANCE  OF  HUMAN  HERPESVIRUSES  TYPES  6 AND  7. 

A brief  covering  letter  should  accompany  the  application  indicating  that  it  is 
being  submitted  in  response  to  this  announcement . A copy  of  this  letter  must 
also  be  sent  to  the  contact  person  listed  below . 

The  original  and  six  copies  of  the  application  must  be  sent  or  delivered  to : 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 


REVIEW  PROCEDURE 


Applications  in  response  to  this  announcement  will  be  reviewed  in  competition 
with  other  applications  and  in  accordance  with  the  applicable  National 
Institutes  of  Health  peer  review  procedures.  The  initial  review  for 
scientific  and  technical  merit  will  be  made  by  a review  group  of  the  Division 
of  Research  Grants,  NIH;  secondary  review  will  be  by  an  appropriate  national 
advisory  council . Funding  decisions  will  be  based  upon  relative  scientific 
merit,  program  relevance,  and  the  availability  of  appropriated  funds. 

INQUIRIES 

Potential  applicants  are  encouraged  to  contact: 

Susan  B.  Spring,  Ph.D. 

Program  Officer,  Persisting  Viral  Diseases  Virology  Branch 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Westwood  Building,  Room  736 

Bethesda,  MD  20892 

Telephone:  (301)  496-7453 

FAX:  (301)  402-0804 

For  fiscal  and  administrative  matters,  contact: 

Ms . Jane  Unsworth 
Grants  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Westwood  Building,  Room  718 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 
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This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.856,  Microbiology  and  Infectious  Disease  Research.  Grants  will  be  awarded 
under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301 
(Public  Law  78-910,  as  amended;  92  USC  291)  and  administered  under  PHS  grant 
policies  and  Federal  Regulations  at  92  CFR  Part  52  and  95  CFR  Part  79.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


MINORITY  INSTITUTIONAL  RESEARCH  TRAINING  PROGRAM 

PA:  PA-91-50 

P.T.  99;  K.W.  0720005,  0715090,  0715165,  0795027,  0785070 
National  Heart,  Lung,  and  Blood  Institute 
Application  Receipt  Date:  August  23,  1991 

I.  OBJECTIVES  OF  THE  PROGRAM 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  announces  a program  to 
support  full  time  research  training  for  investigative  careers  at  minority 
schools  in  areas  related  to  cardiovascular,  pulmonary,  or  hematologic* 
diseases.  Minority  schools  seeking  this  support  must  have:  (1)  graduate 

students  or  (2)  health  professional  students  who  will  take  a minimum  of  one 
year  from  his/her  professional  training  or  (3)  postdoctoral  students.  The 
support  mechanism  will  be  the  NIH  institutional  research  training  grant  (T32). 
Copies  of  the  program  guidelines  are  currently  available  from  staff  of  the 
NHLBI,  listed  below. 

Grants  in  this  program  will  be  made  to  minority  institutions,  each  of  which 
will  cooperate  with  a research  center  that  has  well-established 
cardiovascular,  pulmonary,  or  hematologic  research  and  research  training 
programs.  Each  trainee  will  be  placed  with  a mentor  who  is  an  accomplished 
investigator  at  the  cooperating  research  center  and  who  will  assist  the 
advisor  at  the  minority  institution  in  the  trainee's  development  and  research 
plan . 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  'Healthy  People  2000,'  a PHS-led  national 
activity  for  setting  priority  areas.  This  Program  Announcement,  'Minority 
Institutional  Research  Training  Program, ' is  related  to  the  priority  area  of 
Heart  Disease  and  Stroke.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00979-0)  or  "Healthy  People 
2000"  (Summary  Report:  Stock  No.  017-001-00973-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  D.C.  20902-9325 
(telephone  202-783-3238). 

II.  BACKGROUND 

Many  studies  have  emphasized  the  need  for  minority  individuals  to  participate 
in  modern  research  activities  to  develop  their  investigative  talents.  There 
are  existing  programs  at  the  National  Institutes  of  Health  that  are  designed 
to  answer  this  need,  such  as  the  Minority  Biomedical  Research  Support  Program, 
the  Minority  Access  to  Research  Careers  Program,  and  the  Minority  Research 
Supplement  Program.  Even  though  these  programs  are  successful  in  meeting 
their  specific  objectives  and  career  development  goals,  it  is  believed  that 
graduate  students,  health  professional  students,  and  postdoctoral  students  at 
minority  schools  need  further  opportunities  to  develop  biomedical  and 
behavioral  research  skills. 

The  Minority  Institutional  Research  Training  Program  is  designed  to  offer 
research  training  grant  awards  in  cardiovascular,  pulmonary,  and  hematologic 
research  to  minority  schools  to  enable  qualified  graduate  students,  health 
professional  students,  and  postdoctoral  students  to  participate  in  research 
programs.  It  is  expected  to  attract  students  in  their  developmental  stages, 
increase  their  awareness  of  these  diseases,  and  to  acquaint  them  with  career 
opportunities  in  research. 

III.  ELIGIBILITY 
A.  Minority  School 

The  institution  must  be  a medical  or  non-medical  college,  university,  or 
equivalent  school  in  which  students  of  minority  groups  underrepresented  in 
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biomedical  research  including  Blacks,  Hispanics  American  Indians,  and  Asian  or 
Pacific  Islanders  comprise  a majority  or  a significant  proportion  of  the 
school  enrollment. 

The  institution  must  have  staff  and  facilities  required  for  the  proposed 
program.  The  program  director  at  the  minority  school  will  be  responsible  for 
the  selection  and  appointment  of  trainees  and  the  overall  direction  of  the 
training  program . 

B.  Trainees 

The  individuals  to  be  trained  must  be  citizens  of  the  United  States, 
non-citizen  nationals,  or  have  been  admitted  to  the  United  States  for 
permanent  residence  at  the  time  of  appointment  for  training,  and  have  a 
baccalaureate  degree.  Trainees  must  be  training  at  the  post-baccalaureate 
level  in  a relevant  biomedical  or  behavioral  science  and  have  made  a strong 
commitment  to  completing  a doctoral  degree,  be  enrolled  in  a minority  health 
professional  school,  or  have  a doctoral  degree  or  equivalent  in  a biomedical 
or  behavioral  science.  The  Minority  Institutional  Research  Training  Program 
may  not  support  studies  leading  to  a health  professional  degree.  Research 
trainees  in  clinical  areas  are  expected  to  devote  their  time  to  research 
training  and  to  confine  clinical  duties  to  those  that  are  a part  of  the 
research  training. 

C.  Research  Center 

The  minority  institution  must  identify  and  collaborate  with  a research  center 
(medical  school  or  comparable  institution)  that  has  strong,  well-established 
cardiovascular,  pulmonary,  or  hematologic  research  and  research  training 
programs.  Cooperation  between  institutions  is  needed  to  provide  each  trainee 
with  a mentor  who  is  recognized  as  an  accomplished  investigator  in 
cardiovascular,  pulmonary,  or  hematologic  research  and  who  will  assist  the 
advisor  at  the  minority  institution  in  the  trainee’s  development  and  research 
plan.  Plans  for  summer  training,  as  well  as  academic  year  training,  must  be 
developed  by  the  student  and  advisor  at  the  trainee’s  home  institution  in 
collaboration  with  the  mentor  at  the  research  center.  It  is  expected  that 
both  advisor  and  mentor  will  guide  the  trainee  through  the  initial  training 
period  and  continue  this  interaction  throughout  the  award. 

IV.  IMPLEMENTATION 

Minority  institutions  will  compete  for  research  training  grants  of  up  to  five 
years  duration.  Funds  will  be  provided  on  an  annual  basis  to  develop  and 
maintain  a stable  research  training  experience  for  qualified  students.  Awards 
recommended  for  the  continuation  years  will  be  made  contingent  upon 
satisfactory  progress  during  the  preceding  year,  upon  the  availability  of 
funds,  and  the  requisite  level  of  authorization  for  continued  support  of 
training  activities.  Successful  applicants  may  compete  for  a second  award  of 
up  to  five  years  duration  upon  completion  of  the  initial  grant  period.  The 
minority  institution  will  identify  and  complete  arrangements  with  an 
established  cardiovascular,  pulmonary,  or  hematologic  research  center(s) 
before  submitting  an  application.  Graduate  trainees  appointed  to  the  grant 
may  receive  support  for  up  to  five  years.  Postdoctoral  trainees  appointed  to 
the  grant  may  receive  support  for  up  to  three  years.  Trainees  will  have  a 
faculty  advisory  at  the  minority  institution  and  together  they  will  jointly 
select  a faculty  mentor  at  the  research  center.  A written  commitment  to  the 
training  plan  by  potential  faculty  mentors  at  the  research  center  and  the 
department ( s ) involved,  countersigned  by  both  institutional  officials,  must  be 
part  of  the  application.  The  students  may  spend  not  more  than  50  percent  time 
at  the  research  training  center  over  the  course  of  the  year,  including  a 
period  of  intensive  research  training  during  the  summer,  but  students  are 
expected  to  pursue  their  research  training  on  a full-time  basis  devoting  no 
less  than  40  hours  per  week  as  specified  by  the  sponsoring  institution  in 
accordance  with  its  own  policies.  Students  will  be  expected  to  meet  the 
degree  requirements  at  their  institution. 

Because  the  research  training  environment  provides  a powerful  context  in  which 
to  promote  responsible  research  practices,  all  competing  Institutional 
National  Research  Service  Award  (NRSA)  Research  Training  grant  applications 
must  include  a description  of  formal  or  informal  activities  or  instruction 
related  to  the  responsible  conduct  of  research  that  will  be  incorporated  into 
the  proposed  research  training  program  (NIH  Guide  for  Grants  and  Contracts, 

Vol . 19,  No.  30,  August  17,  1990).  It  is  expected  that  for  the  first  18 
months  (July  1,  1990  to  December  31,  1991)  of  implementation  of  this 
requirement,  institutions  will  be  given  considerable  flexibility  to  develop 
innovative  methods  for  providing  training  in  scientific  integrity. 
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V.  PROVISIONS  OF  THE  AWARD 


The  trainees  may  be  appointed  for  9-12  months  at  any  time  during  the  course 
of  the  budget  period  after  he/she  has  been  accepted  as  a full-time  student.  A 
strong  interest  in  a cardiovascular,  pulmonary,  or  hematologic  research  career 
must  be  evident. 

Funds  may  be  requested  for: 

A.  Stipends  - Current  stipend  level  for  graduate  and  health  professional 
student  trainees  at  all  levels  of  experience  is  $8,800  per  year.  Stipend 
levels  for  postdoctoral  trainees  are  dependent  on  relevant  years  of  experience 
and  are  as  follows: 


Years  of 
Experience 


Per  Annum 
Stipend 


$ 18,600 


0 

1 

2 

3 

4 

5 

6 


19,700 

25,600 

26,900 

28,200 

29,500 

30,800 

32,300 


7 or  greater 


B.  Tuition,  Fees,  when  necessary,  and  Medical  Insurance  (individual  coverage), 
if  regularly  charged  to  all  students  regardless  of  their  source  of  support, 
are  allowable  trainee  costs.  In  addition,  tuition  and  fees  charged  by  the 
research  center  during  the  summer  or  off -quarter  period  are  allowable. 

C.  Trainee  Travel  Costs  - The  institution  may  request  funds  to  cover  the  costs 
of  trainee  travel,  including  attendance  at  scientific  meetings  that  are 
necessary  to  the  individual's  training.  Funds  for  commuting  expenses  that  are 
clearly  in  excess  of  those  incurred  during  the  usual  home  to  work  travel  of 
the  trainee  may  also  be  requested. 

D.  Training-Related  Expenses  - Funds  are  provided  to  partially  defray  the  cost 
of  training  such  as  staff  salaries,  equipment,  research  supplies,  staff 
travel,  and  other  expenses.  The  current  level  of  training-related  expenses  is 
$1,500  per  annum  per  full-time  graduate  student  trainee  or  health  professional 
student  trainee  and  $2,500  per  annum  for  postdoctoral  trainees. 

E.  Indirect  Costs  - The  award  will  provide  indirect  costs  based  on  8 percent 
of  total  direct  costs,  exclusive  of  tuition  and  fees. 

F.  Payback  Agreement  - A National  Research  Service  Award  Payback  Agreement 
must  be  signed  by  each  individual  who  is  to  receive  a stipend  through  an 
institutional  award.  This  form  and  the  statement  of  appointment  are  submitted 
annually  at  the  time  of  each  appointment.  These  forms  will  be  completed 
beginning  with  the  initial  period  of  support  even  though  the  first  12  months 
is  excluded  from  the  cumulative  payback  requirement. 

VI.  REVIEW  PROCEDURES 

All  applications  responding  to  this  announcement  will  be  reviewed  for 
scientific  and  technical  merit  by  the  Research  Training  Review  Committee  of 
the  Division  of  Extramural  Affairs,  NHLBI,  followed  by  a second  level  review 
by  the  National  Heart,  Lung,  and  Blood  Advisory  Council. 

Review  Criteria 

The  factors  to  be  considered  in  the  evaluation  of  the  proposed  training 
program  are : 

o Adequacy  of  faculty,  facilities,  and  resources  for  the  proposed 
research  training,  both  at  the  minority  institution  and  the 
research  center; 

o Adequacy  of  the  cooperative  arrangements  between  the  minority 
institution  and  the  research  program; 

o Commitment  of  the  relevant  faculty  and  the  two  institutions  to  the 
goals  of  the  training  program; 

o Procedures  for  evaluation  of  the  impact  of  the  program  on  the 
trainees  involved . 
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VII.  APPLICATION  PROCEDURE 


Submit  applications  on  form  PHS  398  (rev.  10/88)  using  substitute  pages  for 
the  Institutional  National  Research  Service  Award.  This  form  is  available  at 
the  applicant  institution’s  office  of  sponsored  research.  An  application  may 
also  be  obtained  from  the  three  program  offices  of  the  National  Heart,  Lung, 
and  Blood  Institute  listed  below.  When  submitting  the  application,  identify 
the  Minority  Institutional  Research  Training  Program  on  the  face  page. 

Special  instructions  for  preparing  the  application  are  included  in  the  program 
guidelines  available  from  the  NHLBI  contacts  listed  below.  Applicants  are 
strongly  encouraged  to  contact  the  appropriate  individual  listed  under  Program 
Information  prior  to  the  preparation  of  the  application. 

A.  Letter  of  Intent 

Applicants  are  asked  to  submit  a letter  of  intent  to  the  NHLBI  at  least  one 
month  prior  to  the  announced  receipt  date  to: 

Scientific  Review  Administrator 

Research  Training  Review  Committee 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

National  Institutes  of  Health 

Westwood  Building,  Room  550 

Bethesda,  MD  20892 

A letter  of  intent  is  not  binding  and  will  not  be  considered  in  the  review  of 
any  application  submitted  subsequently.  The  letter  should  list  the  applicant 
institution  and  program,  the  name  of  the  Principal  Investigator,  the  mentor  at 
the  research  center , and  the  area  of  research  training  proposed . 

B.  Applications 

Send  the  completed  application  and  four  (4)  signed  exact  photocopies  by  the 
announced  receipt  date  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Two  additional  copies  of  the  application  must  be  sent  to  the  Scientific  Review 
Administrator  of  the  Research  Training  Review  Committee  listed  above. 

Program  Information 

Information  regarding  this  program  may  be  obtained  from: 

John  Fakunding,  Ph.D. 

Chief,  Research  Training  and  Development  Branch 

Division  of  Heart  and  Vascular  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

National  Institutes  of  Health 

Federal  Building,  Room  3C04 

Bethesda,  MD  20892 

Telephone:  (301)  496-1724 

Mary  Reilly,  M.S. 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 
National  Institutes  of  Health 
Federal  Building,  Room  640A 
Bethesda,  MD  20892 
Telephone:  (301)  496-7668 

Helena  Mishoe,  Ph.D. 

Division  of  Blood  Diseases  and  Resources 
National  Heart,  Lung,  and  Blood  Institute 
National  Institutes  of  Health 
Federal  Building,  Room  5C04 
Bethesda,  MD  20892 
Telephone:  (301)  496-4186 
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For  fiscal  and  administrative  matters,  contact: 

Grants  Operations  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A15C 

Bethesda,  Maryland  20892 

Telephone:  C301)  496-7255 

* Within  NHLBI,  the  term  "hematologic"  covers  research  on  thrombosis  and 
hemostasis,  immunohematology , blood  cell  disorders,  sickle  cell  disease,  blood 
resources  including  blood  component  and  derivative  therapy,  blood  substitutes 
and  blood  resource  management,  aspects  of  AIDS  products  in  AIDS  prevention  and 
treatment,  and  AIDS-related  bone  marrow  and  hematologic  disorders.  Other 
Institutes  of  the  NIH  are  responsible  for  research  on  disorders  of  white 
cells,  including  the  leukemias  and  other  blood  malignancies,  and  basic 
immunology  related  to  the  lymphoid  system.  Therefore,  NHLBI  cannot  provide 
support  for  such  studies. 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance 
numbers  93.837,  93.838,  and  93.839.  Awards  will  be  made  under  the  authority 
of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410, 
as  amended;  42  USC  241)  and  administered  under  PHS  grant  policies  and  Federal 
Regulations  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject 
to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or 
Health  Systems  Agency  review. 


MINORITY  SCHOOL  FACULTY  DEVELOPMENT  AWARD 

PA:  PA-91-51 

P.T.  34;  K.W.  0720005,  0715040,  0715165,  0745027,  0785070 
National  Heart,  Lung,  and  Blood  Institute 
Application  Receipt  Date:  August  23,  1991 
I.  OBJECTIVES  OF  THE  PROGRAM 

The  Minority  School  Faculty  Development  Award  is  intended  to: 

1 . Encourage  the  development  of  faculty  investigators  at  minority  schools  in 
areas  relevant  to  cardiovascular,  pulmonary,  and  hematologic*  diseases. 

2.  Stimulate  cardiovascular,  pulmonary,  and  hematologic  disease  research, 
prevention,  control,  and  education  by  offering  minority  school  faculty  members 
the  opportunity  to  enhance  their  research  capabilities  in  these  areas. 

II.  BACKGROUND 

The  proportion  of  biomedical  investigators  who  are  members  of  minority  groups 
is  strikingly  lower  than  the  percentage  of  minority  U.S.  citizens.  While  12 
percent  of  the  population  is  Black,  less  than  0.25  percent  of  persons  holding 
a Ph.D.  in  science  are  Black.  The  figures  are  even  lower  for  Black  Ph . D . s in 
the  biomedical  sciences.  Furthermore,  the  number  of  doctorates,  both  M.D.s 
and  Ph.D.s,  in  other  ethnic  minority  groups  (such  as  Native  Americans  or 
Hispanics)  is  proportionally  lower  than  for  Blacks.  Vigorous  recruitment  is 
underway  throughout  the  government,  academic  institutions,  hospitals,  research 
institutions,  and  industry. 

One  method  of  addressing  this  problem  is  by  increasing  capabilities  of  faculty 
members  at  minority  schools.  In  so  doing,  the  pool  of  biomedical  and 
behavioral  investigators  in  cardiovascular,  pulmonary,  and  hematologic 
research  will  be  increased.  Furthermore,  their  graduate  and  undergraduate 
students,  most  of  whom  will  be  minority  individuals,  will  become  more 
cognizant  of  research  opportunities  in  cardiovascular,  pulmonary,  and 
hematologic  disease  areas.  The  Minority  School  Faculty  Development  Program  is 
designed  to  address  this  problem  by  providing  research  support  to  minority 
school  faculty  members  who  have  the  interest  and  capabilities  of  doing  modern, 
sophisticated  research  in  cardiovascular,  pulmonary,  or  hematologic  disease 
areas . 

Despite  a recent  decline  in  the  death  rate  from  coronary  heart  disease, 
cardiovascular  disease  continues  to  be  the  number  one  cause  of  death  in  the 
United  States.  Arteriosclerosis  and  hypertension  account  for  almost  one 
million  deaths  annually.  An  estimated  40  million  Americans  have  diseases  of 
the  heart  and  blood  vessels,  resulting  in  a large  burden  of  acute  and  chronic 
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illness  and  disability.  Heart  and  blood  vessel  diseases  cost  the  economy  more 
then  $50  billion  per  year  in  wages,  lost  productivity,  and  expenses  for 
medical  care.  A wide  range  of  opportunities  for  research  into  the  causes, 
diagnosis,  treatment,  and  prevention  of  heart  and  vascular  diseases  has  been 
enumerated  in  the  15th  Report  of  the  Director,  National  Heart,  Lung,  and  Blood 
Institute,  Volume  2,  Heart  and  Vascular  Diseases  (NIH  publication  No. 

89-2206) . 

Diseases  of  the  lung  constitute  a major  national  health  problem.  About  one  in 
every  five  persons  has  some  chronic  respiratory  problem  resulting  in  an  annual 
estimated  cost  to  the  nation  of  over  $29  billion.  In  the  newborn,  the  most 
common  cause  of  death  is  neonatal  respiratory  distress  syndrome  (RDS). 

Neonatal  RDS  may  be  implicated  in  development  of  adult  respiratory  diseases  as 
well.  Of  the  adult  respiratory  diseases,  emphysema  and  chronic  bronchitis  are 
the  major  causes  of  death.  Fibrotic  and  immunologic  lung  diseases  are  major 
causes  of  lung  problems  in  the  young  adult  and  may  contribute  to  the 
development  of  chronic  obstructive  pulmonary  diseases.  Asthma,  emphysema,  and 
chronic  bronchitis  represent  particularly  pressing  health  problems  affecting 
an  estimated  17  million  Americans.  Moreover,  the  death  rate  and  prevalence  of 
these  conditions  have  increased  at  an  alarming  rate  over  the  past  15  years. 

As  a disabling  disease,  emphysema  is  a leading  cause  of  worker  retirement  on 
Social  Security  disability  payments. 

Disorders  of  the  blood,  including  congenital  and  acquired  disorders  and 
deficiencies,  are  critical  contributors  to  health  problems  of  mankind.  As  a 
consequence,  they  are  major  causes  of  death  and  disability  in  the  United 
States.  Disorders  of  the  blood  affect  not  only  the  blood  itself,  but  the 
tissues  and  organs  through  which  it  flows.  Recent  research  findings  have 
revealed  the  widespread  involvement  of  thrombosis  in  the  pathology  of  numerous 
disorders,  including  the  development  of  atherosclerosis  and  coronary 
thrombosis.  Aggressive  therapy  for  cancer  has  resulted  in  the  increased 
susceptibility  of  patients  to  bleeding  disorders  and  has  increased  the  demand 
for  blood  products  for  therapeutic  purposes.  A significant  segment  of  the 
population  has  inherited  disorders,  such  as  sickle  cell  disease,  hemophilia, 
or  Cooley's  anemia,  that  require  life-long  hematologic  attention  and  support. 

Other  diseases  may  be  acquired  or  represent  temporary  demands,  such  as 
replacement  therapy  as  a result  of  surgical  or  accidental  trauma.  Research 
opportunities  in  blood  resources  and  transfusion  medicine  range  from  basic  to 
clinical.  They  cover  such  diverse  topics  as  the  development  of  new  blood 
products,  methods  to  improve  and  assure  the  stability  and  safety  of  these 
products,  and  ways  to  improve  the  benefits  and  safety  of  transfusion. 

III.  ELIGIBILITY 

A.  Minority  School 

A minority  school  is  defined  as  a domestic  medical  or  non-medical  college, 
university,  or  equivalent  school  in  which  (1)  students  of  minority  ethnic 
groups,  including  Blacks,  Hispanics,  American  Indians,  and  Asian  or  Pacific 
Islanders,  comprise  a majority  or  significant  proportion  of  the  school 
enrollment  and  (2)  few  or  no  members  of  its  faculty  are  actively  engaged  in 
biomedical  research.  The  commitment  of  the  institution  to  the  faculty 
candidate's  research  and  development  must  clearly  be  presented  in  the 
application,  including  statement(s)  from  the  sponsor  and  the  department 
chairman . 

B.  Faculty  Development  Award  Candidate 

Candidates  for  this  award  are  minority  school  faculty  members  who  (1)  are 
citizens  of  the  United  States,  non-citizen  nationals,  or  permanent  residents 
at  the  time  of  application,  (2)  have  a doctoral  degree  or  equivalent  in  a 
biomedical  or  behavioral  science,  (3)  wish  to  receive  specialized  training  in 
cardiovascular,  pulmonary,  or  hematologic  research,  and  (*♦)  have  the 
background  and  potential  to  benefit  from  the  training. 

Applicants  may  not  apply  for,  or  accept,  other  Public  Health  Service  research 
grant  support  or  its  equivalent  at  the  time  of  Minority  School  Faculty 
Development  Award  application,  nor  may  they  apply  concurrently  for  any  other 
type  of  academic  award.  However,  they  may  apply  for,  and  accept,  research 
grant  support  subsequent  to  award  of  the  Minority  School  Faculty  Development 
Award . 

C.  Mentor  at  Research  Center 

Each  candidate  must  also  identify  and  complete  arrangements  with  a nearby 
mentor  (within  approximately  100  miles)  who  is  recognized  as  an  accomplished 
investigator  in  the  research  area  proposed  and  who  will  provide  guidance  for 
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the  awardee's  development  and  research  plan.  Plans  for  the  intensive  training 
during  the  summer  period  (two  to  three  months)  as  well  as  during  the  academic 
years  must  be  developed  with  the  mentor. 

The  commitment  of  the  mentor  and  her/his  institution  to  both  the  summer  and 
academic  year  training  period  must  be  evidenced  in  the  application.  A 
commitment  from  the  mentor's  department  chairman  must  be  included  in  the 
application . 

IV.  IMPLEMENTATION 

The  awards  will  be  made  to  the  minority  institution  on  behalf  of  the  awardee. 
Each  award  will  have  a duration  of  five  years  and  is  non-renewable.  These 
awards  may  not  be  transferred  to  another  institution.  Funding  beyond  the 
first  year  of  the  grant  is  contingent  upon  satisfactory  progress  during  the 
preceding  year. 

The  status  of  the  minority  school  faculty  development  award  program  will  be 
reviewed  periodically  from  the  date  of  the  first  award  to  determine  whether 
the  program  should  be  continued.  In  addition,  to  assess  the  effectiveness  of 
the  program  in  fulfilling  its  objectives,  the  NHLBI  intends  to  follow  the 
progress  of  the  recipient  for  a period  of  five  years  after  completion  of  each 
grant  to  determine:  (1)  the  investigator's  professional  aff iliation(s) , (2) 
his/her  record  of  subsequent  grant  or  contract  support,  (3)  his/her  record  of 
scientific  publications,  and  (4)  the  institution's  research  programs. 

V.  PROVISIONS  OF  THE  AWARD 

The  mechanism  of  support  will  be  the  K14. 

A.  Salary 

The  awardee  will  receive  salary  support  up  to  a maximum  of  $50,000  plus  fringe 
benefits  per  year  for  five  years.  All  funds  must  be  used  to  support  the 
original  awardee.  Support  will  be  based  upon  the  candidate's  actual  salary 
and  must  be  consistent  with  the  established  salary  structure  of  the  minority 
institution  for  persons  of  equivalent  qualifications,  experience,  and  rank. 

The  actual  amount  will  be  determined  by  the  proportion  of  effort  devoted  to 
this  program.  Awardees  must  commit  100  percent  of  effort  during  summer  and/or 
off-quarter  periods  and  at  least  25  percent  of  effort  during  the  academic 
year . 

Support  for  up  to  10  percent  of  the  mentor's  salary  during  the  summer 
experience  may  also  be  requested.  Details  of  how  or  if  this  will  be  needed 
must  be  agreed  upon  by  the  mentor's  institution  and  included  in  the 
application . 

B.  Research  Support 

Up  to  $20,000  per  year  will  be  provided  for  research  support.  Details 
regarding  the  apportionment  of  these  funds  between  the  minority  institution 
and  the  research  center  must  be  worked  out  with  the  mentor  at  the  research 
center  and  agreed  to  by  representatives  of  both  institutions.  A statement  of 
agreement  must  be  provided  in  the  application. 

These  research  support  funds  may  be  used  for: 

Equipment:  specialized  research  equipment  essential  to  the  proposed  program, 

in  accordance  with  PHS  policy,  title  to  such  equipment  will  vest  with  the 
grantee  institution; 

Supplies:  consumable  supplies  essential  to  the  proposed  program; 

Travel:  domestic  travel  for  the  awardee  that  is  essential  to  the  proposed 

program ; 

Tuition  and  fees:  if  essential  to  the  awardee's  individual  research 
development  program;  and 

Other:  personnel,  publication  costs,  computer  costs,  and  other  costs 

necessary  for  the  research  program. 

Indirect  costs  will  be  provided  at  a rate  of  8 percent  of  the  total  direct 
costs  of  each  award,  exclusive  of  tuition,  fees,  and  expenditures  for 

equipment . 
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VI.  INCLUSION  OF  WOMEN  IN  STUDY  POPULATIONS 


NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ABAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of 
the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 

Applicants/offerors  are  urged  to  assess  carefully  the  feasibility  of  including 
the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognize  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic 
minority  populations  ( i . e . , Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale 
for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  the  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies . Clinical 
research  findings  should  be  of  benefit  to  all  persons  at  risk  of  the  disease 
regardless  of  gender.  If  further  clarification  of  the  policy  is  needed  or 
there  are  questions  regarding  the  policy,  please  contact  the  NHLBI  staff 
listed  below. 

VII.  REVIEW  PROCEDURES 

All  applications  will  be  reviewed  for  scientific  and  technical  merit  by  the 
Research  Training  Review  Committee  of  the  Division  of  Extramural  Affairs, 
NHLBI,  followed  by  a second  level  review  by  the  National  Heart,  Lung,  and 
Blood  Advisory  Council . 

Review  Criteria 

The  factors  to  be  considered  in  the  evaluation  of  the  proposed  training 
program  are : 

o the  overall  merit  of  the  candidate’s  five-year  plan  for  research 
and  the  development  of  research  skills; 

o the  background  and  potential  of  the  proposed  candidate  for 
development  into  an  independent  biomedical  investigator; 

o the  candidate’s  commitment  to  a research  career; 
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o the  ability  of  both  the  minority  institution  and  the  training 
center  to  provide  facilities,  resources,  and  opportunities 
necessary  for  the  candidate's  research  development; 

o the  qualifications,  ability,  and  plans  of  the  sponsor  who  will 
provide  the  candidate  with  the  guidance  necessary  for  career 
development  in  research. 

VIII.  APPLICATION  PROCEDURE 

Submit  applications  on  the  research  grant  application  form  PHS  398  (rev. 
10/88).  This  form  is  available  at  the  applicant  institution's  office  of 
sponsored  research.  An  application  may  also  be  obtained  from  the  three 
program  offices  of  the  NHLBI  listed  below.  When  submitting  the  application, 
identify  the  NHLBI  Minority  School  Faculty  Development  Award  on  line  2 of  the 
application  face  page.  Special  instructions  for  preparing  the  application  are 
included  in  the  guidelines  that  must  be  obtained  from  the  program  staff  listed 
below . 

A.  Letter  of  Intent 

Applicants  are  asked  to  submit  a letter  of  intent  at  least  one  month  prior  to 
the  receipt  date  to: 

Scientific  Review  Administrator 

Research  Training  Review  Committee 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

National  Institutes  of  Health 

Westwood  Building,  Room  550 

Bethesda,  MD  20892 

A letter  of  intent  is  not  binding  and  will  not  be  considered  in  the  review  of 
any  application  submitted  subsequently.  The  letter  should  list  the  applicant 
institution  and  program,  the  name  of  the  Principal  Investigator,  the  mentor  at 
the  research  center,  and  the  area  of  research  training  proposed.  Applicants 
are  strongly  urged  to  contact  the  appropriate  individual  listed  under  program 
information  prior  to  submission  of  an  application. 

B.  Applications 

Send  the  completed  application  and  four  (A)  signed  exact  photocopies  by  the 
announced  receipt  date  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  290 
Bethesda,  MD  20892** 

Two  additional  copies  of  the  application  must  be  sent  to  the  Scientific  Review 
Administrator  of  the  Research  Training  Review  Committee  listed  above. 

Program  Information 

Information  regarding  this  program  may  be  obtained  from  one  of  the  following: 
John  Fakunding,  Ph.D. 

Research  Training  and  Development  Branch 
Division  of  Heart  and  Vascular  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
National  Institutes  of  Health 
Federal  Building,  Room  3C09 
Bethesda,  MD  20892 
Telephone:  (301)  996-1729 

Joan  Wolle,  Ph.D. 

Division  of  Lung  Diseases 

Nativ nal  Heart,  Lung,  and  Blood  Institute 
National  Institutes  of  Health 
Westwood  Building,  Room  690 
Bethesda,  MD  20892 
Telephone:  (301)  996-7668 


NIH  GUIDE  - Vol . 20,  No 


19,  May  17 


1991 


Page  16 


Helena  Mishoe,  Ph.D. 

Division  of  Blood  Diseases  and  Resources 
National  Heart,  Lung,  and  Blood  Institute 
National  Institutes  of  Health 
Federal  Building,  Room  504D 
Bethesda,  MD  20892 
Telephone:  C301)  496-6931 

For  fiscal  and  administrative  matters,  please  contact: 

Grants  Operations  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A15C 

Bethesda,  Maryland  20892 

Telephone:  (301)  496-7255 

* Within  NHLBI,  the  term  "hematologic"  covers  research  on  thrombosis  and 
hemostasis,  immunohematology , blood  cell  disorders,  sickle  cell  disease,  blood 
resources  including  blood  component  and  derivative  therapy,  blood  substitutes 
and  blood  resource  management,  aspects  of  AIDS  products  in  AIDS  prevention  and 
treatment,  and  AIDS-related  bone  marrow  and  hematologic  disorders.  Other 
Institutes  of  the  NIH  are  responsible  for  research  on  disorders  of  white 
cells,  including  the  leukemias  and  other  blood  malignancies,  and  basic 
immunology  related  to  the  lymphoid  system.  Therefore,  NHLBI  cannot  provide 
support  for  such  studies . 

This  program  is  described  in  the  Catalog  of  Domestic  Assistance  Nos . 93 . 837 , 

93 . 838 , and  93 . 839 . Awards  will  be  made  under  the  authority  of  the  Public 
Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410  as  amended;  42 
USC  241 ) and  administered  under  PHS  grant  policies  and  Federal  Regulation  42 
CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  1 2372  or  Health 
Systems  Agency  review . 


RESEARCH  ON  MENTAL  DISORDERS  IN  RURAL  POPULATIONS 

PA:  PA-91-52 

P.T.  34;  K.W.  0715129,  0403004 
National  Institute  of  Mental  Health 

The  National  Institute  of  Mental  Health  seeks  applications  for  the  support  of 
research  and  research  demonstration  projects  on  mental  disorders  in  rural 
populations.  This  announcement  supersedes  the  prior  announcement  issued  in 
March  1 990  for  "Research  on  Mental  Disorders  in  Rural  Populations , " and  will 
govern  competitive  renewals  for  research  and  research  demonstration  projects 
funded  under  the  prior  announcement . 

Research  issues  of  interest  include:  the  epidemiology  of  mental  health 
problems  in  rural  populations;  the  availability,  responsiveness, 
effectiveness , and  efficiency  of  delivery  of  clinical  services  to  persons  in 
rural  areas  with  mental  disorders;  effective  outreach  forms  of  service 
delivery  and  mechanisms  for  coordinating  diverse  types  of  care  in  rural  areas ; 
the  roles  of  the  general  medical  care  sector  in  serving  mentally  ill  persons 
in  rural  areas;  the  structure  and  functioning  of  the  mental  health  service 
system  in  rural  areas  of  various  types ; economic  and  other  stresses  in  rural 
areas  and  health-related  behavior  of  rural  populations;  mental  health  problem 
prevention  in  rural  populations;  economic  and  financing  issues  concerning 
mental  health  related  services  in  rural  areas ; special  problems  of  distinctive 
rural  subpopulations  such  as  migrants,  ethnic  and  cultural  minorities,  the 
elderly,  persons  with  Alzheimer's  disease , children  and  adolescents , the 
homeless  mentally  ill,  and  persons  with  co-occurring  mental  health  and  other 
types  of  disorders  such  as  substance  abuse  and  physical  disorders;  and 
distinctive  methods  needed  for  research  in  rural  areas . 

Applications  for  research  demonstration  projects  must  involve  the  transfer  and 
application  of  interventions  derived  from  a solid  theoretical  or  research 
base , be  designed  to  test  effectiveness  through  a rigorous  research  design 
that  measures  the  project's  impact,  and  generate  conclusions  that  are 
general izable  to  other  sites . 

Applications  may  be  submitted  by  any  nonprofit  or  for-profit  organization, 
including  units  of  State  and  local  governments . 
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SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 


NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A~D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e., 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

Preference  will  be  given  to  projects  consistent  with  the  National  Institute  of 
Mental  Health  Public-Academic  Liaison  initiative  (bringing  together  public 
sector  service  providers  and  academic  researchers),  those  involving  high-risk 
populations  (e.g.  homeless  and  severely  mentally  ill  persons),  and  those  that 
include  females  and  minorities  in  study  populations. 

Support  for  research  on  rural  mental  health  that  does  not  include  funds  for 
demonstration  services  may  be  requested  through  applications  for  a regular 
individual  research  grant  (R01),  the  First  Independent  Research  and  Transition 
(FIRST)  award  (R29),  and  a small  grant  (R03). 

Support  for  research  demonstration  awards  that  include  funds  for  services 
necessary  for  the  conduct  of  the  research  may  be  requested  through 
applications  for  research  demonstration  grants  (R18).  Research  demonstration 
applications  will  be  subject  to  review  and  comment  by  States,  through 
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procedures  that  may  be  obtained  from  the  State's  single  point  of  contact 
CSPOC).  Criteria  for  the  various  grant  mechanisms  should  be  requested  from 
the  contact  listed  below. 

Applications  may  request  support  for  up  to  5 years  for  research  and  research 
demonstration  projects.  Small  grants  are  limited  to  2 years  and  may  not  be 
renewed.  FIRST  awards  may  be  made  for  up  to  5 years,  but  are  not  renewable. 
Annual  awards  will  be  made,  subject  to  continued  availability  of  funds  and 
progress  achieved.  During  Fiscal  Year  1990,  the  National  Institute  of  Mental 
Health  funded  approximately  $8  million  for  rural  mental  health  research 
through  all  mechanisms. 

The  earliest  receipt  date  is  June  1,  1991.  Applications  submitted  by  that 
date,  if  complete  at  time  of  submission,  will  be  eligible  for  an  expedited 
review  so  that  funding  in  September,  1991,  is  possible.  Thereafter,  the  usual 
receipt  dates  of  Oct.  1,  Feb.  1,  and  June  1 and  the  usual  review  schedule 
apply. 

Staff  consultation  to  applicants  during  proposal  development  is  available. 

For  further  information  and  to  request  a copy  of  the  full  announcement, 
prospective  applicants  should  contact: 

Charles  Windle,  Ph.D. 

Acting  Director 

Office  of  Rural  Mental  Health  Research 
Division  of  Applied  and  Services  Research 
Parklawn  Building,  Room  18C-14 
National  Institute  of  Mental  Health 
Rockville,  MD  20857  1 

Telephone:  (301)  443-4233 

Inquiries  pertaining  to  grants  management  should  be  directed  to: 

Steven  Hudak 

Chief,  Grants  Management  Section 
Grants  Management  Branch 
Parklawn  Building,  Room  7C-23 
National  Institute  of  Mental  Health 
Rockville,  MD  20857 
Telephone:  (301)  443-4456 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.242,  Mental  Health  Research  Grants.  Under  the  authority  of  Section  301  of 
the  Public  Health  Service  Act  (42  U.S.C.  241)  and  subject  to  availability  of 
funds,  the  National  Institute  of  Mental  Health  will  accept  applications  in 
response  to  this  announcement . 


RESEARCH  ON  THE  EFFECTS  OF  POWER  FREQUENCY  ELECTRIC  AND  MAGNETIC  FIELDS 

PA:  PA-91-53 

P.T.  34;  K.W.  0725015,  1013026 

National  Institute  of  Environmental  Health  Sciences 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS),  the  National 
Institute  of  Neurological  Disorders  and  Stroke  (NINDS),  and  the  National 
Institute  of  Child  Health  and  Human  Development  (NICHD)  invite  grant 
applications  through  a joint  Program  Announcement  (PA)  for  basic  studies  on 
the  effects  of  electric  and  magnetic  fields.  This  solicitation  is  issued  to 
encourage  investigator- initiated  research  projects  in  areas  of  special 
programmatic  interest  to  the  National  Institutes  of  Health  (NIH) . Applicants 
funded  under  the  PA  are  supported  through  traditional  research  grants  in 
accordance  with  Public  Health  Service  (PHS)  policies  applicable  to  research 
grants.  It  is  noted  that  only  Research  Project  (R01,  R29)  grant  applications 
will  be  considered  to  be  responsive  to  this  PA. 

Grant  applications  in  response  to  this  announcement  will  be  reviewed  in 
accordance  with  the  usual  Public  Health  Service  Peer  Review  Procedures. 

BACKGROUND 

The  NIEHS  is  the  principal  NIH  component  for  support  of  basic  research  on 
environmental  factors  that  contribute  to  human  health  problems  and  disease. 
Major  emphasis  by  NIEHS  is  placed  upon  research  examining  those  physical  and 
chemical  substances  to  which  humans  are  exposed  in  their  general  environment 
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as  a result  of  human  activities  such  as  modern  technologies  and  industrial  and 
commercial  processes.  In  addition  to  the  NIEHS,  the  NINES  also  supports 
research  on  those  factors  that  impinge  on  the  nervous  and  sensory  systems . 

The  NICHD  is  interested  in  factors  such  as  EMF  that  may  affect  reproduction 
and  development. 

As  a result  of  electrification  of  our  homes  and  work  places,  people  from  all 
walks  of  life  and  of  all  ages  are  now  exposed  to  power  frequency  (60  Hz) 
electric  and  magnetic  fields.  Increasingly  scientists,  regulators  and  lay 
people  are  asking  whether  human  exposure  to  these  fields  involves  risks  to 
human  health.  Electromagnetic  fields  (EMF)  cause  biological  effects  in  human 
beings,  in  laboratory  animals,  and  in  cells  and  tissues  from  humans  and 
animals.  However,  the  extant  literature  does  not  provide  a basis  for 
assessing  the  risks,  if  any,  from  exposure  to  these  fields.  Thus  there  is  a 
need  for  additional  research  on  the  biological  effects  of  EMF  exposure 
particularly  at  the  frequencies  of  power  lines  and  electrically  powered 
devices . 

The  results  of  studies  on  the  biological  effects  of  EMF  are  controversial. 

One  reason  for  controversy  is  the  finding  of  positive  and  negative  effects  in 
some  similar  studies.  Also,  there  are  scientists  who  believe  that  power 
frequency  fields  cannot  cause  biological  effects  other  than  the  well  known 
hazards  of  electrical  shock  and  burn.  This  position  is  based  on  two  points. 
One,  the  energy  of  a 60  Hz  electromagnetic  wave  is  too  weak  to  break  chemical 
bonds.  Two,  natural  electric  fields  in  the  body  are  orders  of  magnitude 
greater  than  those  induced  by  common  EMF  exposure. 

On  the  other  hand,  there  are  reports  of  biological  effects  of  EMF  at  many 
levels  of  biological  organization.  These  studies  have  examined  a wide  range 
of  endpoints  but,  for  the  most  part,  have  been  phenomenological  rather  than 
hypothesis  based.  For  example,  in  vitro  studies  report  effects  on  the  cell 
membrane,  DNA  synthesis,  RNA  transcription,  ornithine  decarboxylase  activity, 
calcium-ion  efflux,  cellular  response  to  hormones  and  cancer  cells.  These 
responses  to  EMF  at  the  cellular  level  display  a considerable  complexity 
including  resonant  responses  in  frequency  and  field  strength,  complex  time 
dependencies,  and  dependence  on  the  ambient  DC  magnetic  field  created  by  the 
earth . 

Animal  systems  have  been  used  for  studies  under  a range  of  electric  and 
magnetic  field  intensities  for  varied  exposure  conditions  and  durations.  A 
few  examples  are  studies  of  animal  behavior  with  and  without  drugs,  melatonin 
synthesis  in  the  pineal  gland,  and  circadian  rhythms.  In  general,  research  is 
needed  to  determine  if  in  vivo  EMF  exposure  has  a deleterious  effect  on 
animals  and  to  define  exposure  conditions  that  may  be  effective. 

The  results  of  epidemiological  studies  are  controversial  because  some  studies 
report  no  association  between  residential  EMF  exposure  and  cancer  while  other 
work  suggests  a possible  association.  For  example,  a study  published  in  1979 
reported  increased  incidence  of  leukemia  and  brain  tumors  in  children  exposed 
to  EMF.  Criticisms  of  the  report  led  to  a second  study  that  addressed  many  of 
the  study  design  problems.  This  work  also  found  a weak  association  between 
EMF  exposure  and  leukemia  and  brain  tumors.  However,  another  epidemiological 
study  in  1980  failed  to  demonstrate  an  association  between  residential  EMF 
exposure  and  childhood  leukemia.  In  addition,  some  but  not  all  studies  of 
occupational  exposure  of  electrical  workers  have  suggested  an  increased 
incidence  of  leukemia  and  brain  cancer;  however,  the  causative  agent  for  this 
pattern  remains  unknown. 

RESEARCH  OBJECTIVES  AND  SCOPE 

This  announcement  is  issued  to  encourage  and  foster  investigator- initiated 
basic  and  applied  research  on  the  possible  health  effects  of  EMF.  Because  of 
the  limited  data  on  EMF  biological  effects  it  is  anticipated  that  some 
projects  may  be  more  focused  on  identification  of  EMF  effects  than  on  the 
possible  mechanisms  of  EMF  actions.  Such  applications  must  state  the  means  by 
which  the  information  generated  will  be  useful  in  risk  assessment  and/or 
developing  mechanistic  hypotheses.  Collaborative  research  efforts  among 
toxicologists,  physicists,  engineers,  and  scientists  in  closely  related 
disciplines  are  encouraged  to  ensure  quality  in  all  aspects  of  the  proposed 
study . 

Research  interests  include,  but  are  not  limited  to  studies  designed  to: 

A.  Determine  the  effects/mechanisms  of  action  of  EMF  on  cellular 
responses  such  as  DNA  synthesis,  modulation  of  ion  binding,  and 
interaction  with  hormones  and  growth  factors. 

B.  Determine  the  effects  on  cancer  processes  in  vivo  and  in  vitro. 
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C.  Determine  the  effects  of  EMF  on  reproductive/developmental  and 
nervous  systems  in  vivo  and  in  vitro. 

D.  Development  of  well -character ized  EMF  exposure  systems  for 
assessing  biological  effects. 

| HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000/'  a PHS-led  national 
activity  for  setting  priority  areas.  This  Program  Announcement,  Research  on 
the  Effects  of  Power  Frequency  Electric  and  Magnetic  Fields,  is  related  to  the 
priority  area  of  environmental  health.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -Q0474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES. 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition,  general  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of 
the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 
Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the 
broadest  possible  representation  of  minority  groups.  However,  NIH  recognize 
| that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial  /ethnic  minority 
populations  (i.e.,  Native  Americans  (including  American  Indians  or  Alaskan 
Natives),  Asian/Pacific  Islanders,  Blacks.  Hispanics).  The  rationale  for 
studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human-  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
review  will  be  deferred  until  the  information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and.  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

| All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
" address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 
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MECHANISM  OF  SUPPORT 


The  mechanism  of  support  for  this  activity  will  be  the  individual  research 
grant  (R01)  or  First  Independent  Research  Support  and  Transition  (FIRST)  Award 
(R29)  as  applicable. 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  will  be  accepted  in  accordance  with  the  usual  receipt  dates  for 
new  research  grant  applications;  i.e.,  February  1,  June  1,  and  October  1.  The 
earliest  possible  award  dates  will  be  approximately  nine  months  after  the 
respective  receipt  dates.  Applications  received  too  late  for  one  cycle  of 
review  will  be  held  until  the  next  receipt  date. 

Applications  will  be  received  by  the  NIH's  Division  of  Research  Grants  (DRG) 
and  referred  to  an  appropriate  study  section  for  scientific  and  technical 
merit  review.  Institute  assignment  decisions  will  be  governed  by  the  normal 
programmatic  considerations  as  specified  in  the  NIH  Referral  Guidelines.  The 
review  criteria  customarily  employed  by  the  NIH  for  regular  research  grant 
applications  will  prevail.  Following  the  initial  scientific  review,  the 
applications  will  be  evaluated  by  an  appropriate  advisory  council. 

METHOD  OF  APPLYING 

Applications  must  be  submitted  on  form  PHS  398  (revised  10/88)  which  is 
available  in  the  business  or  contracts  offices  at  most  academic  and  research 
institutions  and  from  the  DRG.  To  identify  the  application  as  a response  to 
this  announcement,  check  "yes"  in  Item  2 on  the  face  page  of  the  application 
and  enter  the  title  "Research  on  the  Effects  of  Power  Frequency  Electric  and 
Magnetic  Fields,  PA-91-53. " 

The  original  and  six  (6)  copies  of  the  application  must  be  directed  to: 

Applications  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda , MD  20892** 

Inquires  related  to  this  Program  Announcement  should  be  directed  to: 

Dr.  Michael  J.  Galvin,  Program  Administrator,  Scientific  Programs  Branch 
Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7825 

Dr.  Eugene  Streicher  or  Dr . W.  Watson  Alberts 
Division  of  Fundamental  Neurosciences 

National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  916 
Bethesda,  MD  20892 
Telephone:  (301)  496-5745 

Dr.  Felix  de  la  Cruz 

Chief,  Mental  Retardation  and  Developmental  Disabilities  Branch 
National  Institute  of  Child  Health  and  Human  Development 
EPN,  631 

Bethesda,  MD  20892 
Telephone:  (301)  496-1383 

Grants  management  inquiries  should  be  directed  to: 

David  L.  Mineo,  Chief,  Grants  Management  Branch 
Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.  0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance 
Numbers  93.112,  Characterization  of  Environmental  Health  Hazards,  and  93.113, 
Biological  Response  to  Environmental  Health  Hazards.  Awards  are  made  under 
the  authority  of  Section  487,  Public  Health  Service  Act  as  amended  (42  USC 
288)  and  administered  under  PHS  Grants  Policies  and  Title  42  of  the  Code  of 
Federal  Regulations,  Part  66.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Execut ive  Order  12372  or  Health 
Systems  Agency  review. 
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NOTICES 


NUCLEIC  ACID  AND  PROTEIN  SEQUENCE  ANALYSIS  WORKSHOP  FOR  BIOMEDICAL  RESEARCHERS 

P.T.  42;  K.W.  0760053,  0755045,  0780018 
National  Center  for  Research  Resources 

The  Pittsburgh  Supercomput ing  Center  (PSC)  is  conducting  a five-day  workshop 
on  "Nucleic  Acid  and  Protein  Sequence  Analysis , " August  5-9 , 1991  . This 
workshop  is  funded  by  a grant  from  the  National  Center  for  Human  Genome 
Research  of  the  National  Institutes  of  Health . 

The  workshop  will  familiarize  biomedical  researchers  with  computational 
methods  and  provide  practice  in  applying  supercomputing  resources  to  problems 
of  concern  in  macromolecular  sequence  analysis.  The  workshop  will  emphasize 
alignment  of  and  pattern  extraction  from  multiple  sequences.  Participants 
will  gain  practical  experience  on  Pittsburgh  Supercomput ing  Center's  Cray 
Y-MP/832  in  (1)  comparing  and  aligning  sequences,  (2)  identifying  informative 
patterns  in  a set  of  sequences,  and  (3)  using  extracted  informative  patterns 
to  identify  related  sequences.  Participants  will  gain  experience  with 
rigorous  dynamic  programming  approaches  to  multiple  sequence  alignment  as  well 
as  with  consensus  word  approaches ; they  will  also  learn  how  to  use  profile 
analysis  effectively  on  their  own  problems.  Participants  are  encouraged  to 
bring  sequence  analysis  problems  from  their  current  research. 

Workshop  Leaders:  Stephen  Altschul  and  Greg  Schuler  from  the  National  Library 
of  Medicine  and  Michael  Gribskov  from  the  Frederick  Cancer  Research  Facility 
of  the  National  Cancer  Institute. 

This  five-day  workshop  will  introduce  participants  to  VAX  VMS  and  Unicos,  the 
Cray  version  of  the  AT&T  System  V Unix  operating  system.  No  prior  computing 
experience  is  required. 

A limited  number  of  grants  to  cover  travel  and  hotel  accommodations  are 
available  for  U.S.  academic  participants.  A few  openings  for  industry-based 
biomedical  researchers  may  be  available  for  a fee  of  $1000.  Enrollment  is 
limited  to  20  participants . The  deadline  for  the  submission  of  appl ications 
is  June  14,  1991. 

Grants  of  supercomput ing  time  to  allow  biomedical  researchers  to  explore  the 
appropriateness  of  supercomput ing  for  their  computational  problems  are 
available  through  a program  funded  by  the  Biomedical  Research  Technology 
Program,  National  Center  for  Research  Resources,  National  Institutes  of 
Health . 

For  application  forms  and  further  information,  call  or  write: 

Nancy  Kiser 

Biomedical  Coordinator 
Pittsburgh  Supercomput ing  Center 
4400  Fifth  Avenue 
Pittsburgh,  PA  15213 

Telephone:  (412)  268-5206  or  1-800-222-9310  (PA) 

1-800-221-1641  (outside  PA) 

E-mail:  kiser3a.psc.edu  or  kiser3cpwpsca . bitnet 


AVAILABILITY  OF  RESOURCE  FOR  DIETARY  INTAKE  AND  NUTRITION  RESEARCH 

P.T.  34;  K.W.  0710095,  0780000 

National  Heart,  Lung,  and  Blood  Institute 

The  Nutrition  Coordinating  Center  (NCC)  at  the  University  of  Minnesota  is  a 
unique  national  resource  available  for  dietary  data  collection  and  nutrient 
calculation  for  epidemiological  studies,  clinical  trials,  and  other  medical 
research  studies.  The  center  provides  standardized  procedures  for  collecting 
food  intake  data  and  calculating  nutrient  intakes  at  the  high  level  of 
specificity  needed  for  investigations  of  the  relationship  between  diet  and 
disease . 

Investigators  can  use  the  services  of  the  NCC  in  two  ways.  First,  they  can 
license  use  of  the  Minnesota  Nutrition  Data  System  (NDS).  NDS  is  a 
microcomputer-based  software  package  for  interactive  dietary  data  collection 
and  nutrient  calculation.  NDS  prompts  the  user  to  describe  food  intake  at  the 
level  of  detail  required  for  dietary  research  and  calculates  the  nutrient 
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content  of  the  intake.  Then  NDS  presents  the  data  on  the  screen,  in  printed 
reports,  or  in  ASCII  files  that  can  be  merged  with  other  study  data  or  with 
statistical  analysis  software.  The  NDS  database  allows  the  user  to  describe 
over  150,000  foods  and  6,000  brand  name  products.  The  database  contains 
values  for  93  nutrients,  including  soluble  and  insoluble  fiber  fractions,  23 
individual  fatty  acids,  and  18  amino  acids.  NDS  can  be  used  to  guide  29-hour 
dietary  recall  interviews  or  to  process  food  intake  records.  NDS  can  also  be 
used  to  collect  and  analyze  diet  histories  and  to  calculate  the  nutrient 
content  of  recipes.  A customized  version  of  NDS  is  being  used  in  the  National 
Health  and  Nutrition  Examination  Survey  (NHANES  III)  to  collect  dietary  data 
from  more  than  30,000  Americans. 

Alternatively,  investigators  can  send  dietary  intake  records  to  NCC  for 
processing.  Data  collection  and  processing  procedures  can  be  customized  to 
meet  the  needs  of  specific  studies.  Investigators  may  reanalyze  data 
collected  in  the  past  to  take  advantage  of  improved  analytical  data  and  new 
nutrients  added  to  the  database.  Over  the  past  17  years,  NCC  has  processed 
more  than  250,000  records. 

NCC  also  provides  a two-day  training  program  for  dietary  interviewers.  For 
investigators  who  send  dietary  intake  records  to  NCC  for  processing,  the 
training  ensures  the  use  of  standardized  data  collection  procedures  tailored 
to  the' research  protocol.  Interviewers  are  certified  following  satisfactory 
completion  of  the  training.  For  investigators  using  the  NDS  directly,  the 
training  is  designed  to  enhance  use  of  the  software  to  meet  research  protocol 
requirements.  Over  the  past  17  years,  NCC  has  trained  and  certified  more  than 
600  dietary  interviewers. 

NCC  receives  its  major  support  from  the  National  Heart,  Lung,  and  Blood 
Institute,  the  National  Cancer  Institute,  and  the  National  Center  for  Health 
Statistics.  NCC  services  and  software  are  used  by  investigators  in  academia, 
government,  non-profit  organizations,  and  industry.  Users  are  required  to  pay 
a fee  to  cover  part  of  the  operational  costs. 

For  information  and  fee  schedules,  contact: 

Marilyn  Buzzard,  PhD 
Director 

Coordinating  Center 

2221  University  Avenue,  SE 

Suite  310 

Minneapolis,  MN  55919 
Telephone:  (612)  627-9869 

FAX:  (612)  626-9059 


CURRENTLY  ACTIVE  NATIONAL  CANCER  INSTITUTE  PROGRAM  ANNOUNCEMENTS 

P.T.  22,  39;  K.W.  0715035,  0710030,  0720005 
National  Cancer  Institute 

In  addition  to  unsolicited  grant  applications  and  grant  applications  in 
response  to  other  Program  Announcements,  the  National  Cancer  Institute  is 
current  accepting  applications  in  response  to  the  following  Program 
Announcements,  which  appeared  in  the  NIH  Guide  for  Grants  and  Contracts  on  the 
dates  indicated.  Also,  refer  to  the  the  publication,  "NIH  Extramural 
Programs,  available  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  999,  Bethesda, 
MD  20892. 

o Individual  Postdoctoral  National  Service  Award  Fellowships  in 
Radiological  Sciences  Related  To  Cancer  (Vol.  20,  No.  17,  April 
26,  1991) 

o Clinical  Cancer  Therapy  Research  (Vol.  20,  No.  15,  April  12,  1991) 

o The  NCI  Outstanding  Investigator  Grant  (Vol.  20,  No.  9,  March  1, 

1991 ) 

o Surgical  Oncology  (Vol.  19,  No.  96,  December  28,  1990) 

o Multidisciplinary  Research  on  Solid  Tumors  (Vol.  19,  No.  23,  June 
22,  1990) 

o Obesity,  Endocrine  and  Fat  Metabolism  and  Cancer  Risk  (Vol.  19, 

No.  19,  May  18,  1990) 
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o Domestic  Animal  Models  of  Retroviral  Associated  Malignancies  (Vol. 
19,  No.  19,  May  18,  1990) 

o Epidemiologic  Studies  of  Cancer  and  Human  Retroviruses  (Vol.  19, 
No.  18,  May  4,  1990) 

o Underlying  Molecular,  Cellular  and  Immunological  Factors  in 
Age-Related  Cancers  (Vol.  19,  No.  16,  April  20,  1990) 

o NCI/MARC  Summer  Training  Supplement  (Vol.  18,  No.  43,  December  1, 
1989) 

o Studies  on  Cancer  Etiology  in  Finfish  and  Shellfish  (Vol.  18,  No. 
33,  September  22,  1989) 

o Specific  Cancer  Cell  Targeting  Using  Molecular  Genetic  Technology 
(Vol.  18,  No.  6,  February  24,  1989) 

o Regulation  of  Prostatic  Involution  as  Related  to  Prostatic  Cancer 
(Vol.  18,  No.  6,  February  24,  1989) 

o Small  Grants  Program  for  Epidemiology  (Vol.  17,  No.  25,  August  5, 
1988) 

o The  Role  of  Growth  Regulatory  Factors  in  Normal  and  Neoplastic 
Prostate  (Vol.  16,  No.  42,  December  25,  1987) 

Copies  and  information  related  to  the  background  of  the  above  Program 
Announcements  are  available  by  contacting: 

Vincent  T.  Oliverio,  Ph.D. 

Associate  Director 
Division  of  Extramural  Activities 
National  Cancer  Institute 
National  Institutes  of  Health 
Building  31,  Room  10A05 
Bethesda,  MD  20892 
Telephone:  (301)  496-9138 

FAX:  (301)  402-0062 

I 

NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


MICROSTIMULATORS  AND  MICROTRANSDUCERS  FOR  FUNCTIONAL  NEUROMUSCULAR  STIMULATION 

RFP  AVAILABLE:  NIH-NINDS-91 - 1 2 

P.T.  34;  K.W.  0740050,  0745047,  0715140 

National  Institute  of  Neurological  Disorders  and  Stroke 

The  Neural  Prosthesis  Program  (NPP)  of  the  National  Institute  of  Neurological 
Disorders  and  Stroke,  NIH,  is  developing  safe,  reliable,  and  effective  systems 
for  functional  neuromuscular  stimulation  (FNS)  in  spinal  cord  injured 
individuals.  Such  systems  require  the  integration  of  both  motor  and  sensory 
function  into  a paralyzed  limb.  A contract  to  develop  an  implantable 
microstimulator  was. begun  two  years  ago  and  considerable  progress  has  been 
made.  In  this  requested  research  effort,  the  development  of  the 
microstimulator  will  be  continued  and  the  development  of  a microtransducer  to 
sense  joint  angle  will  be  initiated.  The  Contractor  will  be  required  to  exert 
its  best  efforts  to  develop  implantable,  microsized  receiver-stimulators  and 
transducer-telemeters  for  functional  neuromuscular  stimulation  (FNS) . It  is 
anticipated  that  one  award  will  be  made  for  a period  of  three  years  in  January 
1992. 

This  is  not  a Request  for  Proposals  (RFP) . To  receive  a copy  of  the  RFP, 
please  submit  a written  request  to  the  following  address,  and  supply  this 
office  with  two  self-addressed  mailing  labels.  All  responsible  sources  shall 
be  considered  by  the  agency.  The  RFP  will  be  issued  on  or  about  May  29,  1991, 
with  proposals  due  on  July  29,  1991. 


) 
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Contracting  Officer 

Contracts  Management  Branch,  DEA 

National  Institute  of  Neurological  Disorders  and  Stroke,  NIH 

Federal  Building,  Room  901 

7550  Wisconsin  Avenue 

Bethesda , MD  20892 

Attention:  RFP  No.  NIH-NINDS-91 -12 


NEW  THERAPEUTIC  APPROACHES  TO  THE  TREATMENT  OF  PROSTATE  CANCER 

RFA  AVAILABLE:  CA-91-16 

P.T.  34;  K.W.  0715035,  0705075,  0745070,  0755015,  0760020,  0760025 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  July  22,  1991 
Application  Receipt  Date:  October  15,  1991 

PURPOSE 

The  Division  of  Cancer  Treatment  (DCT)  of  the  National  Cancer  Institute  (NCI) 
invites  research  grant  applications  (R01)  from  interested  investigators  to 
perform  clinical  studies  in  prostate  cancer  to  improve  treatment  results  and 
clinical  outcome.  Investigators  are  encouraged  to  utilize  laboratory  advances 
in  understanding  tumor  growth  and  hormonal  control  in  prostate  cancer  to 
develop  an  integrated  research  program  of  laboratory  experimentation  and 
concurrent  clinical  studies.  New  and  experienced  investigators  in  relevant 
fields  and  disciplines  may  apply  to  fund  therapeutic  clinical  studies. 

The  PHS  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting 
priority  areas.  This  RFA,  New  Therapeutic  Approaches  to  the  Treatment  of 
Prostate  Cancer,  is  related  to  the  priority  area  of  cancer.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

BACKGROUND  INFORMATION 

The  incidence  of  prostate  cancer  continues  to  increase  each  year  and  has  now 
surpassed  lung  cancer  to  become  the  most  common  carcinoma  in  males.  It  is 
estimated  that  approximately  122,000  new  cases  will  be  diagnosed  in  1991 
accounting  for  19  percent  of  all  male  cancers.  Black  men  in  the  United  States 
have  the  highest  rate  of  prostate  cancer  in  the  world.  At  the  time  of 
presentation,  more  than  50  percent  of  newly  diagnosed  patients  will  have 
either  locally  advanced  or  metastatic  disease.  Prostate  cancer  is  the  second 
leading  cause  of  death  from  neoplasia  among  men,  with  more  than  32,000  deaths 
estimated  for  1990.  It  is  an  important  cause  of  morbidity  and  mortality  in 
the  elderly.  These  upward  trends  are  expected  to  continue  as  the  male 
population  ages. 

When  prostate  cancer  is  diagnosed  early  while  still  confined  to  the  prostate, 
the  disease  is  curable  with  radical  prostatectomy  or  radiation  therapy.  For 
patients  with  more  advanced  stages,  initial  treatment  is  based  on  prostatic 
cancer  cell  growth's  presumed  hormonal  dependence  and  includes  surgical 
castration  and  diethylstilbestrol . In  recent  years,  new  methods  of  hormone 
treatment  utilize  pharmacologic  agents  capable  of  reducing  or  blocking  the 
action  of  testosterone,  the  major  circulating  androgenic  hormone,  by 
interrupting  the  complex  interactions  between  the  hypothalamus,  pituitary, 
testis,  and  adrenal  glands.  However,  these  new  therapeutic  agents  do  not 
prevent  the  emergence  of  hormone-resistant  cells.  Advanced  prostate  cancers 
ultimately  fail  to  respond  to  androgen  deprivation.  The  mechanisms  involved 
in  the  development  of  androgen  resistance  are  not  understood.  There  is  no 
alternative  therapy  that  can  be  offered  at  present  to  these  patients  that 
consistently  results  in  reduction  in  tumor  mass  or  palliation  of  symptoms. 

In  recent  years,  basic  researchers  have  made  promising  new  advances  in 
understanding  the  mechanisms  of  growth  control  in  the  human  prostate  cell . 

The  growth  and  differentiation  of  benign  and  malignant  prostatic  epithelial 
cells  are  regulated  by  androgens  which  in  turn  are  modulated  by  growth  factors 
and  other  hormones.  Clinical  trials  utilizing  suramin,  which  interferes  with 
heparin-binding  growth  factors,  have  recently  shown  responses  in  advanced 
prostate  cancer.  The  mechanism  of  action  of  suramin  is  still  not  completely 
understood  and  ancillary  laboratory  studies  are  needed.  In  addition, 
biological  response  modifiers  in  combination  with  chemotherapy  have  achieved 
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promising  results  in  other  tumor  models  but  have  not  been  adequately  explored 
in  prostate  cancer.  Recent  advances  in  understanding  the  molecular  and 
cellular  mechanisms  operative  in  resistance  to  chemotherapy  have  led  to  the 
design  of  new  therapeutic  strategies  to  overcome  drug  resistance  in  other 
tumors.  Many  opportunities  exist  to  develop  new  treatment  strategies  in 
prostate  cancer  utilizing  laboratory  advances  in  understanding  tumor  growth 
and  hormonal  control . 

RESEARCH  GOALS  AND  SCOPE 

The  major  goal  of  this  Request  for  Applications  (RFA)  is  to  foster 
interactions  between  basic  science  laboratories  and  clinicians  performing 
clinical  trials  for  patients  with  prostate  cancer.  Investigators  are 
encouraged  to  propose  pilot  therapeutic  clinical  studies  or  new  clinical 
trials  (Phase  I,  II,  or  III)  designed  to  improve  therapy  in  prostate  cancer 
patients . The  application  may  include  ancillary  laboratory  studies  linked  to 
the  clinical  trial.  Applications  must  be  focused  on  integrating  clinical 
goals  with  laboratory  research  areas. 

This  RFA  envisions  funding  therapeutic  clinical  studies  that  test  and  exploit 
basic  findings  concerning  cellular  targets  of  treatment  or  response  to  drug  or 
hormone  therapies.  Clinical  studies  should  involve  human  subjects  and  be 
designed  to  improve  cancer  treatment . Examples  of  clinical  studies  include : 
(1)  growth  factor  or  hormone  therapies  utilizing  new  agents;  (2)  treatment 
therapies  for  overcoming  hormone,  drug,  or  radiation  resistance;  (3)  treatment 
therapies  based  on  novel  mechanisms  of  action ; (A ) biologies  in  combination 
with  drug  or  radiation  regimens ; (5)  new  therapies  combining  endocrine 
manipulations  with  chemother apeut ic  agents ; and  (6)  radiation  modifiers  to 
enhance  cell  kill  or  protect  normal  tissue. 

Laboratory  research  studies  that  are  relevant  to  the  therapeutic  clinical 
studies  may  be  included . Investigators  already  part ic ipat ing  in  relevant 
ongoing  clinical  trials  are  encouraged  to  develop  related  complementary 
laboratory  studies.  Laboratory  experimentation  may  be  designed  to  examine 
mechanism  of  action,  mechanism  of  resistance,  or  conduct  pharmacological 
analysis  of  the  ant itumor  agents  utilized  in  the  patient  studies . Laboratory 
studies  designed  to  improve  diagnosis  or  studies  examining  benign  prostate 
disease  are  not  applicable. 

MECHANISM  OF  SUPPORT 

Support  of  the  program  will  be  through  the  National  Institutes  of  Health  (NIH) 
grant-in-aid  (R01).  Applicants  will  be  responsible  for  the  planning, 
direction,  and  execution  of  the  proposed  project.  Approximately  $750,000  in 
total  costs  per  year  for  three  years  will  be  committed  specifically  to  fund 
applications  submitted  in  response  to  this  RFA.  It  is  anticipated  that  three 
to  four  awards  will  be  made . Appl ications  with  requested  budgets  greatly 
exceeding  these  general  parameters  may  be  at  a disadvantage  with  respect  to 
final  funding  decisions.  This  funding  level  is  dependent  on  the  receipt  of  a 
sufficient  number  of  applications  of  high  scientific  merit.  The  total  project 
period  for  applications  submitted  in  response  to  the  present  RFA  should  not 
exceed  three  years.  The  earliest  feasible  start  date  for  the  initial  award 
will  be  July  1,  1992. 

ELIGIBILITY  REQUIREMENTS 

Non-profit  organizations  and  institutions,  governments  and  their  agencies,  and 
occasionally  individuals  are  eligible  to  apply.  For-profit  organizations  are 
also  eligible  unless  specif ically  excluded  by  legislation . Both  domestic  and 
foreign  applicants  may  apply.  Applications  may  be  submitted  from  a single 
institution  or  may  include  arrangements  with  multiple  institutions  (e.g., 
consortia  and  Clinical  Trials  Cooperative  Group)  where  appropriate. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations . If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review.  The  inclusion  of  women  is  standard  terminology  for  all  grants  and 
contracts;  however,  due  to  the  specific  cancer  subject  of  this  RFA  (Prostate), 
it  is  not  applicable  under  this  RFA. 
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INQUIRIES 


This  is  an  abbreviated  version  of  the  RFA.  Copies  of  the  complete  RFA  and 
additional  information  concerning  the  objectives  and  scope  of  this  research 
may  be  obtained  from: 

Ms.  Diane  Bronzert 
Program  Director 

Cancer  Therapy  Evaluation  Program 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Room  734 
Bethesda,  MD  20892 
Telephone:  (301)  496-8866 

FAX:  (301)  480-4663 

Written  or  telephone  inquires  of  a budgetary,  administrative,  and/or  policy 
nature  should  be  directed  to: 

Ms . Carolyn  Mason 
Grants  Management  Specialist 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
6120  Executive  Blvd. 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  extension  59 

FAX:  (301)  496-8601 


ONGOING  PROGRAM  ANNOUNCEMENTS 


COMBINED  PSYCHOSOCIAL  AND  PHARMACOLOGIC  TREATMENTS  RESEARCH 

PA:  PA-91-54 

P.T.  34;  K.W.  0414000,  0710100,  0715129,  0715177 
National  Institute  of  Mental  Health 

The  National  Institute  of  Mental  Health  (NIMH)  seeks  applications  from 
investigators  to  study  the  efficacy  of  combined  psychosocial  and  pharmacologic 
treatment  of  specific  mental  disorders.  Disorders  of  interest  include 
schizophrenia,  mood  disorders,  anxiety,  somatoform,  personality  disorders, 
eating  disorders,  childhood  and  adolescent  disorders,  and  mental  disorders  of 
the  aging.  NIMH  is  particularly  interested  in  research  on  the  relative 
efficacy  of  combined  treatment  compared  with  psychosocial  or  pharmacologic 
treatments  administered  singly  in  any  of  the  above-mentioned  disorders. 
Research  investigations  on  acute,  longer  term,  and  maintenance  phases  of 
treatment  are  welcome.  NIMH  is  also  interested  in  the  development  of  new 
empirical  models  for  testing  the  efficacy  of  combined  pharmacologic  and 
psychosocial  treatments. 

ELIGIBILITY 

These  grants  are  available  to  any  public,  private,  profit,  or  nonprofit 
institution  such  as  a university,  college,  hospital,  or  community  agency,  and 
units  of  State  or  local  governments  and  authorized  units  of  the  Federal 
government . 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  requested  through  applications  for  the  full  range  of 
research  grant  mechanisms,  including  but  not  limited  to  a regular  research 
grant  (R01),  small  grant  (R03),  First  Independent  Research  Support  and 
Transition  (FIRST)  award  (R29),  program  project  (P01),  and  Clinical  Research 
Centers  Program  (P30).  Applications  must  be  prepared  on  the  current  version 
of  the  Public  Health  Service  Form  398  (revised  10/88). 

Support  may  be  requested  for  a period  of  5 years  for  individual  research 
project  grants  (R01),  program  projects  (P01),  Clinical  Research  Centers  (P30), 
and  FIRST  awards  (R29),  and  up  to  2 years  for  small  grants  (R03).  FIRST  and 
small  grants  are  not  renewable.  Competing  continuation  applications  may  be 
submitted  for  ROIs,  POIs,  and  P30s  for  projects  that  plan  to  build  on  the 
findings  of  the  previously  supported  research.  A competing  supplemental 
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application  may  be  submitted  for  RO 1 s and  P01 s during  an  approved  period  of 
support  to  expand  the  scope  or  protocol  of  a project. 

Applications  for  all  mechanisms  under  this  program  announcement  will  compete 
with  other  invest igator- initiated  applications.  In  fiscal  year  1992,  subject 
to  availability  of  funds,  it  is  estimated  that  approximately  $500,000  will  be 
made  available  to  support  three  or  four  new  regular  research  grants  under  this 
announcement  at  an  average  annual  award  amount  of  $150,000  - $200,000  in 
direct  costs.  Applications  submitted  in  future  years  will  compete  with  others 
submitted  for  funding. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  C i . e . , 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

Investigators  are  encouraged  to  pay  attention  to  certain  methodological  issues 
on  the  preparation  of  their  applications.  For  example,  the  design  should 
permit  comparison  of  the  combined  treatment  with  one  or  both  of  its  components 
and  at  lest  one  control  condition.  The  investigator  may  consider  a parallel 
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group  design  in  which  all  treatments  are  initiated  concurrently  or  a 
sequencing  or  constructive  design  in  which  psychotherapy  is  substituted  for  or 
added  to  a pharmacotherapeutic  regimen  or  vice  versa.  There  should  be 
randomization  or  some  form  of  systematic  assignment  to  treatment  and  control 
groups  that  does  not  bias  outcome  in  favor  of  one  class  of  treatment. 

Patient  samples  should  meet  DSM-III-R  criteria  for  the  disorder  under  study. 
The  research  protocol  should  include  appropriate  inclusion  and  exclusion 
criteria  as  well  as  information  regarding  how  patients  and  control  or 
comparison  subjects  will  be  recruited,  assessed,  and  diagnosed.  The  type  and 
format  of  psychosocial  therapy  must  be  specified,  and  in  manual  form.  The 
pharmacologic  treatment  should  also  be  specified  with  a well-defined  dosage 
schedule  and  procedures  for  administration  and  management  of  the  medication. 

It  is  desirable  that  no  combination  of  treatment  be  studied  unless  evidence 
exists  from  controlled  investigations  of  the  efficacy  of  the  individual 
modalities  being  combined  for  the  specific  disorder  under  study. 

Outcome  measures  should  be  appropriate  for  the  therapies  being  evaluated. 

Also,  it  is  important  to  consider  the  patterns  of  effects,  such  as  additive 
effects,  interactive  effects,  facilitating,  potentiating  effects,  negative 
effects,  and  effects  over  time.  Investigators  should  give  attention  to 
possible  bias  in  the  research  setting,  and  the  data  analysis  plan  should  be 
appropriate  to  the  research  questions  posed.  This  plan  should  be  capable  of 
providing  statistical  analysis  of  the  interactive  effects  of  treatment. 

REVIEW  PROCEDURES 

Applications  in  response  to  this  announcement  will  be  reviewed  on  a nationwide 
basis  in  accordance  with  the  usual  Public  Health  Service  peer  review 
procedures  for  research  grant  applications.  Applications  will  be  accepted  in 
accordance  with  the  usual  receipt  dates  for  new  applications.  Award  criteria 
include  the  quality  of  the  application  as  determined  by  the  initial  review 
group  and  the  appropriate  Advisory  Council,  program  relevance,  and 
availability  of  funds. 

For  further  information  on  programmatic  issues  and  to  request  a copy  of  the 
full  announcement,  contact: 

Barry  E.  Wolfe,  Ph.D. 

Mood,  Anxiety  and  Personality  Disorders  Research  Branch 
Division  of  Clinical  Research 
Room  IOC-24 

Telephone:  (301)  443-3568 

H.  Alice  Lowery 
Schizophrenia  Research  Branch 
Division  of  Clinical  Research 
Room  10C-06 

Telephone:  (301)  443-3524 

George  T.  Niederehe,  Ph.D. 

Mental  Disorders  of  the  Aging  Branch 
Division  of  Clinical  Research 
Room  7-105 

Telephone:  (301)  443-1185 

Peter  S.  Jensen,  M.D. 

Chief,  Child  and  Adolescent  Disorders  Research  Branch 
Division  of  Clinical  Research 
Room  10-104 

Telephone:  (301)  443-5944 

Robert  F.  Prien,  Ph.D. 

Associate  Director  for  Clinical  Psychopharmacology 
Division  of  Clinical  Research 
Room  IOC-26 

Telephone:  (301)  443-4527 

For  further  information  on  grants  management  issues, 
contact : 

Stephen  J.  Hudak 
Grants  Management  Section 
Grants  Management  Branch 
Room  7-23 

Telephone:  (301)  443-4456 
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The  mailing  address  for  all  of  the  above  is: 

National  Institute  of  Mental  Health 
5600  Fishers  Lane 
Rockville,  MD  20857 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 

93 . 242 , Mental  Health  Research  Grants . Under  the  authority  of  Section  301  of 
the  Public  Health  Service  Act,  P.L.  78-410,  as  amended,  42  U.S.C.  241,  and 
subject  to  availability  of  funds,  NIMH  will  accept  grant  applications  in 
response  to  this  announcement. 


NEUROPEPTIDE  MODULATION  OF  SALIVARY  IMMUNITY 

PA:  PA-91-55 

P.T.  34;  K.W.  0710070,  0715148,  0760060,  0760075 

National  Institute  of  Dental  Research 

PURPOSE 

The  National  Institute  of  Dental  Research  (NIDR)  supports  studies  to  improve 
knowledge  of  the  development , structure , function,  and  diseases  of  the 
salivary  glands  and  to  determine  the  influence  of  sal ivary  constituents  on 
oral  health.  Toward  this  end,  the  NIDR  seeks  to  stimulate  basic  and  clinical 
research,  research  training,  and  manpower  development  in  the  broad  area  of 
neuropeptide  modulation  of  the  salivary  immune  system. 

The  Public  Health  Service  CPHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000 , " a PHS-led  national 
activity  for  setting  priority  areas . This  Program  Announcement  CPA) , 
Neuropeptide  Modulation  of  Salivary  Immunity,  is  related  to  the  priority  area 
of  Oral  Health.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238) . 

BACKGROUND 

The  abil ity  of  the  host  to  resist  infection  or  to  modify  the  colonization 
patterns  of  microorganisms  that  enter  the  oral  cavity  is , in  part , dependent 
upon  the  presence  of  a fully  functional  mucosal  immune  system . In 
immunologically  sufficient  adults,  secretory  IgA  is  the  major  immunoglobulin 
species  detected  in  salivary  secretions  and  thus  is  considered  to  be  the 
principal  mediator  of  salivary  immunity.  Although  antibody  induction  and  cell 
migration  studies  have  provided  evidence  supporting  a linkage  of  salivary 
glands  to  the  mucosal  immune  network,  detailed  investigations  on  the  mechanism 
by  which  IgA  committed  B cells  from  gut-associated  lymphoid  tissue  (GALT) 
"home"  to  the  individual  salivary  glands , and  studies  on  cell  traffic  between 
salivary  glands  have  not  yet  been  performed. 

Two  subclasses  (IgAI  and  IgA2)  of  IgA  exist  in  serum  and  secretions  of  adults. 
In  secretions,  including  saliva,  as  much  as  half  of  the  IgA  may  be  IgA2.  The 
functional  significance  of  these  two  subclasses  is  as  yet  unresolved. 

However,  the  IgAI  subclass  proteins  are  cleaved  by  a group  of  bacterial 
proteases  that  do  not  affect  the  IgA2  subclass.  These  proteases,  which  are 
produced  by  several  pathogenic  species  including  suspected  periodontal 
pathogens,  may  thus  interfere  with  IgA-mediated  immunity. 

IgM,  with  a secretory  component  non-covalently  attached,  also  can  be  detected 
in  major  salivary  gland  secretions  of  many  adults.  In  conditions  of  IgA 
deficiency,  this  pentameric  immunoglobulin  often  can  be  found  to  replace  the 
absent  IgA  in  saliva,  thus  providing  a compensatory  mucosal  defense  mechanism . 
IgG  is  only  marginally  detected  in  major  salivary  gland  saliva,  but  is  present 
in  detectable  and  often  significant  amounts  in  saliva  from  minor  salivary 
glands . 

Increasing  attention  is  being  paid  to  the  effect  of  the  nervous  system  on 
immune  function.  Stress  and  mental  illnesses  are  known  to  affect  immune 
responses.  The  results  of  studies  over  the  last  decade  indicate  that  the 
immune  and  neuroendocrine  tissues  produce,  communicate,  and  regulate  with  a 
battery  of  similar,  if  not  identical,  informational  molecules.  Cells  of  these 
two  systems  produce  molecules  that  were  previously  thought  to  be  unique . It 
has  been  hypothesized  for  many  years  and  now  well  documented  that  this 
communication  is  bidirectional  with  products  of  the  neuroendocrine  system 
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affecting  the  biological  behavior  of  cells  of  the  immune  system  and  vice 
versa.  Recent  studies  have  demonstrated  that  neuropeptides,  such  as 
vasoactive  intestinal  peptide,  substance  P,  and  somatostatin,  can 
differentially  affect  lymphocyte  proliferation,  immunoglobulin  synthesis,  and 
lymphokine  production.  Moreover,  it  has  been  established  that  lymphocytes  can 
produce  neuropeptides,  such  as  endorphins  and  corticotropin  hormone,  and  that 
lymphoid  tissues  are  extensively  innervated  by  adrenergic  and  peptidergic 
nerves.  It  is  almost  certain  that  these  nerves  release  neuropeptides  locally 
in  lymphoid  organs.  Taken  together  with  the  fact  that  lymphocytes  express 
specific  receptors  for  various  neuropeptides  and  that  the  concentration  of 
neuropeptides  in  the  mucosa  is  much  higher  than  in  the  blood,  these  data 
implicate  neuropeptides  in  the  control  of  the  mucosal  immune  system.  This  may 
be  of  importance  for  future  clinical  studies  because  neuropeptide  regulation 
of  salivary  immunity  could  modulate  inflammatory  salivary  diseases,  dental 
caries,  and  periodontal  disease  or  may  influence  colonization  of  the  oral 
mucosa  by  opportunistic  microflora.  Furthermore,  the  development  of 
pharmacologic  agents  to  modulate  the  effects  of  neuropeptides  on  the  salivary 
immune  system  will  be  of  interest  as  the  mechanisms  by  which  neuropeptides 
modulate  salivary  immune  or  inflammatory  processes  are  delineated. 

OBJECTIVES  AND  SCOPE 

Based  on  a recommendation  by  the  Dental  Research  Programs  Advisory  Committee 
at  its  April  25-26,  1989  meeting,  applications  are  invited  for  research 
project  grants  (including  minority  research  supplements),  program  project 
grants,  First  Independent  Research  Support  and  Transition  (FIRST)  awards, 
small  grants,  career  development  awards,  and  postdoctoral  fellowships  in  the 
broad  area  of  neuropeptide  modulation  of  the  salivary  immune  system,  including 
secretory  immunity.  Some  examples  of  important  aspects  of  salivary  immunity 
for  consideration  in  this  connection  might  include,  but  should  not  be  limited 
to : 

o The  migration  of  lymphocytes  from  gut-associated  lymphoid  tissue  to 
and  within  salivary  glands. 

o The  up/down  regulation  of  cytokine  receptors  expressed  by  salivary 
lymphocytes  and  the  role  of  cytokines  in  inducing  B cell  switches 
and  terminal  differentiation  to  immunoglobulin-producing  plasma 
cells  within  specific  gland  types. 

o The  role  of  lymphocyte  subset  distribution  in  "unimmunized"  and 
antigen-perturbed  salivary  glands  in  the  regulation  of 
immunoglobulin  and  antibody  production. 

o The  cytokine  induction  of  salivary  gland  epithelial  cell 

differentiation  with  emphasis  on  enhanced  secretory  component 
production  and  polymeric  IgA  transport. 

o The  isotype,  subclass,  and  molecular  form  (monomeric,  polymeric,  or 
secretory)  distribution  of  immunoglobulins  in  salivas  from  neonatal 
and  adult  glands. 

o The  enhancement  of  immune  response  upon  immunization  via  various 
routes  (e.g.,  active  stimulation  of  GALT  and  local  antigen 
delivery)  for  the  prevention  of  oral  diseases. 

o The  potentially  progressive  lymphocytic  infiltration  that  is  a 
common  feature  of  all  organs  (including  salivary  glands)  affected 
by  Sjogren's  syndrome. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research , particularly  in  proposed  population -based  studies , a clear 
compelling  rationale  should  be  provided . 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition , gender  and  racial/ethic  issues  should  be  addressed  in  developing  a 
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research  design  and  sample  size  appropriate  for  the  scientific  objectives  of 
the  study . This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2 , E , Human  Subjects . 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the 
broadest  possible  representation  of  minority  groups . However,  NIH  recognizes 
that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority 
populations  (i.e..  Native  Americans  (including  American  Indians  or  Alaskan 
Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
||  and  behavioral  studies  of  etiology,  epidemiology , prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded . However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards , the  policy  on  inclusion  of  women  applies  fully ; since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies . If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientif ic 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate , it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assign ing  the  priority 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies . 

MECHANISMS  OF  SUPPORT 

Applications  considered  appropriate  responses  to  this  announcement  include  the 
traditional  research  project  grant  (R01),  the  program  project  grant  (P01),  the 
First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29),  the 
small  grant  (R03),  the  postdoctoral  individual  fellowship  (F32)  and  senior 
fellowship  ( F33 ) awards , and  the  following  career  development  awards : the 
Modified  Research  Career  Development  Award  (K04),  the  Physician  Scientist  for 
Dentists  Award  (K11),  and  the  Individual  Dentist  Scientist  Award  (K15).  The 
specific  application  forms  and  kits  required  in  this  connection  are  available 
in  the  business  or  grants  and  contracts  offices  of  most  academic  and  research 
institutions  and  may  be  obtained  from: 

Office  of  Grant  Inquiries 
Division  of  Research  Grants 
Westwood  Building,  Room  449 
National  Institutes  of  Health 
Bethesda,  MD  20892-4500 
Telephone:  (301)  496-7441 

Applicants  are  encouraged  to  seek  support  from  other  public  sources  and 
private  sector  sources,  including  foundations  and  industrial  concerns,  for 
studies  that  will  complement  and  expand  the  research  supported  by  the  NIDR.  A 
summary  of  the  objectives  and  financial  support  for  such  studies  must  be 
included  in  the  application. 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  will  be  accepted  on  an  indefinite  basis  in  accordance  with  the 
receipt  dates  specif ied  in  the  pert inent  application  kits . 

Applications  in  response  to  this  announcement  will  be  reviewed  in  competition 
with  other  applications  and  in  accordance  with  the  usual  National  Institutes 
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of  Health  peer  review  procedures.  The  initial  review  for  scientific  and 
technical  merit  will  be  by  an  appropriate  study  section.  Secondary  review 
will  be  by  an  appropriate  advisory  council.  The  review  criteria  will  be  those 
customary  for  the  support  mechanism  selected.  Funding  decisions  will  be  based 
upon  relative  scientific  merit,  program  relevance,  and  the  availability  of 
appropriated  funds . 

On  the  face  page,  item  2,  of  the  application  form  PHS  398  Crev.  10/88),  the 
word  "Yes"  must  be  checked  and  the  phrase  "Neuropeptide  Modulation  of  Salivary 
Immunity,  PA-91 -55"  must  be  typed  in  the  space  provided.  In  the  case  of 
fellowship  applications,  the  same  phrase  must  be  typed  on  line  3 of  the  face 
page  of  form  PHS  916-1  (rev.  7/88).  The  original  and  six  copies  of  the 
application  must  be  sent  or  delivered  to: 

Grant  Application  Receipt  Office 
Division  of  Research  Grants 
National  Institute  of  Health 
Westwood  Building,  Room  290 
Bethesda,  MD  20892-9500** 

For  further  information  concerning  this  announcement  and  the  available 
mechanisms  of  support,  applicants  are  encouraged  to  contact: 

G.G.  Roussos,  Ph.D. 

Chief,  Caries,  Restorative  Materials,  and  Salivary  Research  Branch 

National  Institute  of  Dental  Research 

Westwood  Building,  Room  505 

Bethesda,  MD  20892-9500 

Telephone:  (301)  996-7889 

For  fiscal  and  administrative  matters,  contact: 

Ms.  Theresa  Ringler 

Grants  Management  Officer 

National  Institute  of  Dental  Research 

Westwood  Building,  Room  518 

Bethesda,  MD  20892 

Telephone:  (301)  996-7937 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.122.  Awards  will  be  made  under  authorization  of  the  Public  Health  Service 
Act,  Title  III,  Section  301  (Public  Law  78-910,  as  amended;  92  USC  291)  and 
administered  under  PHS  grant  policies  and  Federal  Regulations  92  CFR  Part  52 
and  95  CFR  Part  79.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


CLINICAL  INVESTIGATOR  AWARD  - NURSING 

PA:  PA-91-56 

P.T.  39;  K.W.  0785130,  0785035,  0710030 
National  Center  for  Nursing  Research 
PURPOSE 

The  Clinical  Investigator  Award  (CIA)  (K08)  is  designed  to  be  a mid-career 
development  award.  The  candidate  is  expected  to  conduct  a research  project  in 
an  area  related  to  nursing  systems,  the  promotion  of  health,  prevention  of 
disease,  and  mitigation  of  acute  and  chronic  illnesses  or  disabilities. 

OBJECTIVES  AND  ELIGIBILITY  CRITERIA 

The  objective  of  this  program  is  to  enhance  the  development  of  clinically 
trained  individuals  into  independent  clinical  investigators.  The  program 
enables  candidates  to  investigate  a well-defined  problem  under  a sponsor 
competent  to  provide  guidance  in  the  chosen  area  of  research  at  an 
NIH- supported  center  program,  such  as  the  specialized  centers  supported  by  the 
National  Center  for  Nursing  Research,  the  National  Cancer  Institute,  the 
National  Heart,  Lung,  and  Blood  Institute,  the  National  Institute  of  Arthritis 
and  Musculoskeletal  and  Skin  Diseases,  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases,  or  one  of  the  General  Clinical  Research  Centers 
supported  by  the  National  Center  for  Research  Resources. 
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The  candidate  must: 

o Be  a U.S.  citizen,  a noncitizen  national  of  the  U.S.,  or  have  been 
lawfully  admitted  to  the  U.S.  for  permanent  residence. 

o Be  a registered  nurse . 

o Hold  a doctorate  or  equivalent  degree. 

o Show  evidence  of  scholarly  achievements  (e.g.,  articles  and  books). 

o Have  sufficient  research  experience  and  background  (generally  4-8 
years  beyond  the  doctorate)  so  that  time  devoted  to  research  would 
ensure  the  development  of  a highly  qualified  nurse  investigator. 

The  candidate  may  not  be  a current  Principal  Investigator  of  a 
research  grant  (R01,  R29,  R15)  nor  have  been  a Principal 
Investigator  in  the  past. 

o Describe  in  detail  the  clinically  oriented  research  project  that  is 
to  be  conducted  under  this  support.  Identify  plans  for  a research 
development  program  designed  to  enhance  the  candidate's  research 
skills  (e.g.,  course  work;  clinical,  laboratory,  and  statistical 
techniques;  and  application  and  usage  of  equipment).  Clinically 
oriented  research  projects  focusing  on  basic,  biological,  and/or 
behavioral  research  topics  are  appropriate  and  encouraged. 

o Describe  in  detail  the  training  component  of  the  application. 
Provide  a clear  discussion  of  how  the  training  component 
complements  the  research  project  to  be  conducted. 

o Identify  a sponsor  (and  a cosponsor  if  desired)  who  is  working  at 
an  NIH-supported  research  center  or  a General  Clinical  Research 
Center.  The  sponsor  (and  cosponsor)  must  be  recognized  as  an 
accomplished  investigator  in  the  research  area  proposed,  have 
experience  in  training  independent  investigators,  and  be  willing  to 
provide  the  guidance  for  the  awardee's  development  and  research 
plan.  The  sponsor  or  the  cosponsor  must  be  committed  to  continue 
this  involvement  through  the  individual's  total  period  of 
development  under  this  award. 

o Have  the  approval  and  a letter  of  support  from  the  Center  Director 
to  allow  him/her  to  pursue  the  research  and  share  in  the  center's 
resources , if  neither  the  sponsor  nor  the  cosponsor  is  the  director 
of  the  center  where  the  candidate  desires  to  conduct  the  research . 

o Provide  in  the  application  letters  of  support  from  the  sponsor  and 
the  cosponsor  del ineating  the  match  with  the  applicant ' s research 
plans  and  their  willingness  to  provide  the  necessary  assistance  for 
the  candidate . Letters  of  support  from  the  sponsor  and  the 
cosponsor  must  list  the  research  fellows  they  have  and  will  be 
monitoring  during  the  period  of  this  application. 

o Provide  a letter  with  strong  justification  for  describing  why  the 
sponsor  and  the  cosponsor  were  selected.  The  letters  must  detail 
the  expertise  of  the  sponsor  and  the  cosponsor,  the  environment  and 
resources,  and  level  of  commitment  available  to  the  candidate  from 
the  sponsor  and  the  cosponsor,  and  the  benefits  the  candidate  will 
gain  from  the  experience . 

o Commit  75-100  percent  effort  to  the  proposed  research  and 
research-related  activities. 

o Document  that  the  grantee  institution  is  a domestic  university, 
nursing  school,  or  comparable  institution  with  strong, 
well-established  research  and  training  programs  in  the  chosen  area 
and/or  strong  ties  to  the  institution  housing  the  Research  Center 
Program  that  is  to  support  the  CIA  candidate.  The  Center  Director 
must  have  the  interest,  capability,  and  commitment  to  provide  the 
environment  to  support  clinically  trained  individuals  in  the 
development  of  independent  research. 

CONDITIONS  OF  THE  AWARD 

o Awards  may  be  made  for  a period  of  3 years  and  are  not  renewable. 

o Allowable  direct  costs  will  not  exceed  $70,000  a year.  The  salary 
requested  must  be  consistent  with  the  established  salary  structure 
of  the  grantee  institution  for  persons  of  equivalent 
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qualifications,  experience,  and  rank  up  to  a maximum  of  $50,000  per 
year  plus  related  fringe  benefits.  Supplementation  of  salary  from 
non-Federal  sources  is  allowable.  Requested  effort  must  be  at 
least  75  percent,  but  may  range  up  to  100  percent  for  research  and 
research-related  activities.  Salary  and  fringe  benefits  will  be 
awarded  accordingly  (i.e.,  75  percent  of  the  candidate’s  full-time 
base  salary  up  to  a maximum  of  $50,000  plus  associated  fringe 
benefits  for  a guaranteed  protection  of  75  percent  effort  committed 
to  research  and  research-related  activities).  In  addition.  Other 
Research  Support  costs  (personnel  other  than  the  awardee, 
equipment,  supplies,  and  travel)  may  be  requested  up  to  $20,000. 

In  no  case,  however,  will  the  total  direct  costs  exceed  $70,000. 

o Indirect  costs  will  not  exceed  8 percent  of  the  direct  costs, 
exclusive  of  tuition  and  fees  and  equipment  expenditures. 

o The  release  or  retention  of  salary  and  fringe  benefit  grant  funds 
for  the  awardee  on  other  PHS- supported  research  grants  will  be 
reviewed  on  a case-by-case  basis.  For  example,  such  funds  may  be 
approved  for  retention  if  the  effort  is  justified  as  above  and 
beyond  the  total  commitment  to  research  funded  in  the  NCNR  CIA. 

Funds  budgeted  in  a PHS - supported  research  or  training  grant  for  an 
individual's  salary  and  applicable  fringe  benefits,  but  freed  as  a 
result  of  funding  a career  award  for  that  individual,  may  not  be 
used  for  any  other  purpose  except  when  the  individual  no  longer 
participates  in  the  grant -supported  activity  and  another  individual 
replaces  him  or  her  and  requires  comparable  remuneration. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.. 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 


NIH  GUIDE  - Vol . 20,  No.  20,  May  24,  1991  - Page  14 


Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate , it  will  be  considered  a scient if ic  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

REVIEW  CRITERIA 

The  following  characteristics  will  be  considered : 

o Background  and  high  potential  of  the  candidate  for  a research 
career  as  a clinical  investigator. 

o Sponsor  and  cosponsor  must  have  an  active  and  productive  program  of 
research  in  the  area  of  the  candidate's  research  interests. 

o Appropriate  consultants  for  the  concepts  and  methods  used  with  the 
research  proposal  ( e . g . , theorists , methodologists , and 
statisticians) . 

o The  scientific  merit  of  the  research  project.  The  soundness  of  the 
plan  for  research  development  and  training . 

o The  plan  detailing  the  protection  of  the  75-100  percent  of  the 
candidate ' s time  to  be  spent  in  research  and  re search -related 
activities . 

o Appropriateness  of  the  availability  of  the  environment  and 

resources  necessary  to  implement  the  proposal ' s program  of  research 
and  development. 

o Plan  of  the  Center's  support  of  the  candidate  during  the  period  of 
the  award . 


REVIEW  PROCESS  AND  METHOD  OF  APPLYING 


Appl icat ions  will  receive  initial  scientific  and  technical  review  by  the 
Nursing  Science  Review  Committee  (NRRC) . Second  level  review  will  be  by  the 
National  Advisory  Council  on  Nursing  Research . 


Applications  will  be  reviewed  three  times  a year  according  to  the  following 
schedule : 


Applications  NRRC 
Received  by 


Council  Review 


Earliest  Starting 
Date 


October  1 
February  1 
June  1 


Feb/March 

June/July 

Oct/Nov 


May/June 

September/October 

Jan/Feb 


July  1 
Dec  1 
April  1 


Applications  must  be  submitted  on  the  research  grant  application  form  PHS  398 
(rev.  10/88).  If  not  available  at  the  institution's  office  of  sponsored 
programs,  it  may  be  requested  from: 


Office  of  Grants  Inquiries 
Division  of  Research  Grants 
Westwood  Building,  Room  449 
5333  Westbard  Avenue 
Bethesda,  MD  20892 
Telephone:  (301)  496-7441 

Completion  of  the  application  includes  following  the  general  instructions  from 
the  PHS  398  application  form  and  incorporating  the  following  additional 
information : 


o Complete  item  2 on  the  face  page  by  typing  in  "NCNR  K08  Clinical 
Investigator  Award,  PA-91 -56." 

o Utilize  the  Research  Career  Development  Award  (RCDA)  Table  of 
Contents,  but  relabel  the  page  "Clinical  Investigator  Award." 
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o Complete  a biographical  sketch  for  the  candidate,  the  sponsor,  and 
the  cosponsor. 

o Provide  information  on  "Other  Support"  and  plans  for  the  candidate, 
the  sponsor,  and  the  cosponsor. 

o Utilize  the  Research  Career  Development  Award  Reference  Guidelines, 
but  relabel  the  page  "Clinical  Investigator  Award  Reference 
Guidelines."  Submit  four  letters  of  reference  documenting  the 
candidate's  research  skills  and  experience. 

NCNR  CONTACTS  FOR  SPECIFIC  RESEARCH  AREAS  OF  EMPHASIS 

Acute  and  Chronic  Illness  - Dr.  Mary  Lucas,  Dr.  Laura  James 

Health  Promotion  and  Disease  Prevention  - Dr.  Sharlene  Weiss,  Dr.  June  Lunney 
Nursing  Systems  - Dr.  Patricia  Moritz,  Dr.  Barbara  Pillar 

National  Center  for  Nursing  Research 
Building  31 , Room  5B03 
Bethesda , MD  20892 
Telephone:  (301)  996-0523 

NCNR  CONTACT  FOR  BUDGET  AND  ADMINISTRATIVE  MATTERS 

Ms.  Sally  Nichols 

Grants  Management  Office 

National  Center  for  Nursing  Research 

Building  31 , Room  5B06 

Bethesda,  MD  20892 

Telephone:  (301)  996-0237 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.336,  Nursing  Research,  and  No.  93.866.  Awards  are  under  authorization  of 
the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-910,  as  amended 
by  Public  Law  99-158,  92  USC  291  and  285)  and  administered  under  PHS  grants 
policies  and  Federal  Regulations  92  CFR  52  and  95  CFR  Part  79.  This  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review,  April  6,  1988. 


ACADEMIC  INVESTIGATOR  AWARD  - NURSING 

PA:  PA-91-57 

P.T.  39;  K.W.  0785130,  0710030 
National  Center  for  Nursing  Research 
PURPOSE 

The  Academic  Investigator  Award  (K07)  is  designed  to  be  a mid-career 
development  award.  The  candidate  is  expected  to  conduct  a research  project  in 
an  area  related  to  nursing  systems,  the  promotion  of  health,  prevention  of 
disease,  and  mitigation  of  acute  and  chronic  illnesses  or  disabilities. 

OBJECTIVES  AND  ELIGIBILITY  CRITERIA 

The  objectives  of  this  program  are  to  enhance  the  development  of  research 
faculty  in,  and  the  research  activities  related  to,  nursing  science,  thus 
strengthening  the  research  capabilities  of  individuals  under  the  mentorship  of 
their  sponsors.  The  goal  of  this  grant  mechanism  is  to  strengthen  faculty 
expertise  by  enhancing  knowledge  and  skills  in  a specialized  focus  area  of 
nursing  science . 

The  candidate  must: 

o Be  a U.S.  citizen,  a noncitizen  national  of  the  U.S.,  or  have  been 
lawfully  admitted  to  the  U.S.  for  permanent  residence. 

o Be  a registered  nurse. 

o Hold  a doctorate  or  equivalent  degree . 

o Have  an  academic  appointment  at  the  sponsoring  institution, 
o Show  evidence  of  scholarly  achievements  ( e . g . , articles  and  books). 
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o 


Have  sufficient  research  experience  and  background  (usually  four  to 
eight  years  beyond  the  doctorate)  so  that  time  released  from 
teaching  and  administrative  duties  and  devoted  to  research  would 
ensure  the  development  of  a highly  qualified  nurse  investigator. 

The  candidate  may  be  a current  Principal  Investigator  on  a research 
grant  (R01,  R15)  or  have  been  a Principal  Investigator  in  the  past 
(R01  , R29,  R15) . 

o Describe  in  detail  the  research  project  to  be  conducted  under  this 
support.  Identify  plans  for  a research  development  program 
designed  to  enhance  the  candidate's  research  skills  (e.g.,  course 
work;  clinical,  laboratory,  and  statistical  techniques;  application 
and  use  of  equipment). 

o Describe  in  detail  the  career  development  plan  of  the  application. 
Provide  a clear  discussion  of  how  the  career  development  plan 
complements  the  research  project  to  be  conducted. 

o Identify  a sponsor  (and  a cosponsor  if  desired)  who  is  recognized 
as  an  accomplished  investigator  in  the  research  area  proposed,  who 
has  experience  in  training  independent  investigators  and  who  will 
provide  the  guidance  for  the  awardee’s  development  and  research 
plan.  The  sponsor  or  the  cosponsor  is  not  required  to  be  a faculty 
member  of  the  candidate's  sponsoring  institution,  but  must  be 
committed  to  continue  this  involvement  through  the  individual's 
total  period  of  development  under  this  award.  If  the  sponsor  or 
the  cosponsor  is  geographically  distant  from  the  candidate, 
detailed  rationale  must  be  provided  to  document  the 
sponsor-candidate  relationship  and  level  of  commitment  for  the 
successful  implementation  and  completion  of  the  research  proposed 
(e.g.,  travel  plans,  telephone  conferences,  and  computer  linkages). 
Letters  of  support  from  the  sponsor  and  the  cosponsor  delineating 
the  match  with  the  applicant's  research  plans  and  willingness  to 
provide  the  necessary  assistance  must  be  included  in  the 
application.  Letters  of  support  from  the  sponsor  and  the  cosponsor 
must  list  the  research  fellows  they  have  and  will  be  monitoring 
during  the  period  of  this  award. 

o Provide  a letter  with  strong  justification  for  why  the  sponsor  and 
the  cosponsor  were  selected.  The  letter  must  detail  the  expertise 
of  the  sponsor  and  the  cosponsor,  the  environment  and  resources, 
the  level  of  commitment  available  to  the  candidate  from  the  sponsor 
and  the  cosponsor,  and  the  benefits  the  candidate  will  gain  from 
the  experience. 

o Commit  75-100  percent  effort  to  the  proposed  research  and 
research-related  activities. 

The  dean  of  the  school  must: 

o Present  in  writing  a detailed  plan  to  protect  75-100  percent  of  the 
candidate's  time  to  be  spent  in  research  and  research-related 
activities . 

o Identify  and  demonstrate  availability  of  the  environment  and 

resources  (populations  of  patients,  manpower,  materials,  equipment, 
laboratory  facilities  of  the  sponsor  and  cosponsor)  necessary  to 
implement  the  proposed  program  of  research  and  development. 

CONDITIONS  OF  THE  AWARD 

o Awards  may  be  made  for  a period  of  three  years  and  are  not 
renewable . 

o Allowable  direct  costs  may  not  exceed  $70,000  a year.  The  salary 
requested  must  be  consistent  with  the  established  salary  structure 
of  the  grantee  institution  for  persons  of  equivalent 
qualifications,  experience,  and  rank  up  to  a maximum  of  $50,000  per 
year  plus  related  fringe  benefits.  Supplementation  of  salary  from 
non-Federal  sources  is  allowable.  Requested  effort  must  be  at 
least  75  percent,  but  may  range  up  to  100  percent  for  research  and 
research-related  activities.  Salary  and  fringe  benefits  will  be 
awarded  accordingly  ( i . e . , 75  percent  of  the  candidate's  full-time 
base  salary  up  to  a maximum  of  $50,000  plus  associated  fringe 
benefits  for  a guaranteed  protection  of  75  percent  effort  committed 
to  research  and  research-related  activities).  In  addition,  Other 
Research  Support  costs  (personnel  other  than  the  awardee. 
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equipment,  supplies,  and  travel)  may  be  requested  up  to  $20,000. 

In  no  case,  however,  will  the  total  direct  costs  exceed  $70,000. 

o Indirect  costs  will  not  exceed  8 percent  of  the  direct  costs, 
exclusive  of  tuition  and  fees  and  equipment  expenditures. 

o The  release  or  retention  of  salary  and  fringe  benefit  grant  funds 
for  the  awardee  on  other  PHS- supported  research  grants  will  be 
reviewed  on  a case-by-case  basis.  For  example,  such  funds  may  be 
approved  for  retention  if  the  effort  is  justified  as  above  and 
beyond  the  total  commitment  to  research  funded  in  the  NCNR  Academic 
Investigator  Award.  Funds  budgeted  in  a PHS-supported  research  or 
training  grant  for  an  individual's  salary  and  applicable  fringe 
benefits,  but  freed  as  a result  of  funding  a career  award  for  that 
individual,  may  not  be  used  for  any  other  purpose.  However,  if  the 
K07  awardee  no  longer  participates  in  the  grant- supported  activity 
and  another  individual  replaces  him  or  her  and  requires  comparable 
remuneration,  the  salary  and  fringe  benefit  funds  may  be  used  for 
the  replacement. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.. 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 
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All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperat ive  agreements  that  do  not  comply  with  these  policies . 

REVIEW  CRITERIA 


The  following  characteristics  will  be  considered : 

o Background  and  high  potential  of  the  candidate  for  a research 
career  as  an  academic  investigator . 

o Sponsor  and  cosponsor  must  have  an  active  and  productive  program  of 
research  in  the  area  of  the  candidate ' s research  interests . 

o Appropriate  consultants  for  the  concepts  and  methods  used  with  the 
research  proposal  ( e . g . , theorists , methodologists , and 
statisticians) . 

o The  scientific  merit  of  the  research  project . The  soundness  of  the 
plan  for  research  development  and  training . 

o The  plan  detailing  the  protection  of  the  75-100  percent  of  the 
candidate ' s time  to  be  spent  in  research  and  re search -related 
activities . 

o Appropriateness  of  the  availability  of  the  environment  and 

resources  necessary  to  implement  the  proposal ' s program  of  research 
and  development . 

REVIEW  PROCESS  AND  METHOD  OF  APPLYING 


Applications  will  receive  initial  scientific  and  technical  review  by  the 
Nursing  Science  Review  Committee  (NRRC) . Second  level  review  will  be  by  the 
National  Advisory  Council  for  Nursing  Research . 


Applications  will  be  reviewed  three  times  a year  according  to  the  following 
schedule : 


Applications  NRRC 

Received  by 


Council  Review 


Earliest  Starting 
Date 


October  1 
February  1 
June  1 


Feb/Mar 

June/July 

Oct/Nov 


May/ June 

Sep/Oct 

Jan/Feb 


July  1 
Dec  1 
April  1 


Appl icat ions  must  be  submitted  on  the  research  grant  application  form  PHS  398 
(rev . 1 0/88 ) . If  not  available  at  the  institution ' s office  of  sponsored 
programs,  it  may  be  requested  from: 


Office  of  Grants  Inquiries 
Division  of  Research  Grants 
Westwood  Building,  Room  449 
5333  Westbard  Avenue 
Bethesda,  MD  20892 
Telephone:  (301)  496-7441 

Completion  of  the  application  includes  following  the  general  instructions  from 
the  PHS  398  application  form  and  incorporating  the  following  additional 
information : 


o Complete  item  2 on  the  face  page  by  typing  in  "NCNR  K07  Academic 
Investigator  Award,  PA-91 -57." 

o Utilize  the  Research  Career  Development  Award  (RCDA)  Table  of 
Contents,  but  relabel  the  page  "Academic  Investigator  Award." 

o Complete  a biographical  sketch  for  the  candidate,  the  sponsor,  and 
the  cosponsor . 

o Provide  information  on  "Other  Support"  and  plans  for  the  candidate, 
the  sponsor,  and  the  cosponsor. 

o Utilize  the  Research  Career  Development  Award  Reference  Guidelines, 
but  relabel  the  page  "Academic  Investigator  Award  Reference 
Guidelines . " Submit  four  letters  of  reference  documenting  the 
candidate's  research  skills  and  experience. 
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NCNR  CONTACTS  FOR  SPECIFIC  RESEARCH  AREAS  OF  EMPHASIS 


Acute  and  Chronic  Illness  - Dr.  Mary  Lucas,  Dr.  Laura  James 

Health  Promotion  and  Disease  Prevention  - Dr.  Sharlene  Weiss,  Dr.  June  Lunney 
Nursing  Systems  - Dr.  Patricia  Moritz,  Dr.  Barbara  Pillar 

National  Center  for  Nursing  Research 
Building  31,  Room  5B03 
Bethesda,  MD  20892 
Telephone:  (301)  996-0523 

NCNR  CONTACT  FOR  BUDGETARY  AND  ADMINISTRATIVE  MATTERS 
Ms.  Sally  Nichols 

National  Center  for  Nursing  Research 
Grants  Management  Officer 
Building  31 , Room  5B06 
Bethesda,  MD  20892 
Telephone:  (301)  496-0237 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.336,  Nursing  Research,  and  No.  93.866.  Awards  are  under  authorization  of 
the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants 
policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review,  April  6,  1988. 


RESEARCH  ON  HOSPITALIZATION  OF  ADOLESCENTS  FOR  MENTAL  DISORDERS 

PA:  PA-91-58 

P.T.  34;  K.W.  0715129,  0770015,  0403001,  0745020 

National  Institute  of  Mental  Health 

PURPOSE 

The  National  Institute  of  Mental  Health  (NIMH)  seeks  applications  for  the 
support  of  research  on  adolescents  with  mental  disorders  in  both  inpatient  and 
residential  treatment  settings.  This  announcement  will  also  support  objective 
6.3  of  "Healthy  People  2000:  National  Health  Promotion  and  Disease  Prevention 
Objectives."  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 

Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238) . 

RESEARCH  OBJECTIVES 

Research  issues  of  interest  include:  severity  of  illness,  diagnoses,  and 
characteristics  of  hospitalized  adolescents;  the  types,  intensities,  and/or 
duration  of  treatment  received  by  adolescents  across  treatment  settings ; 
development  and  testing  of  improved  assessment  criteria  for  hospitalization  of 
adolescents;  assessment  of  quality  of  care  provided  to  adolescents  in  the 
inpatient  setting;  behavioral  and  social  outcomes  of  inpatient  treatment  for 
adolescents  with  mental  disorders;  effects  of  payment  mechanisms  on  access  to 
hospital  treatment,  quality,  and  availability  of  treatment  services  and  length 
of  stay  for  various  adolescent  populations;  role  of  juvenile  justice  system, 
social  service  system,  and/or  school  system  and  their  interface  with 
hospitalized  adolescents;  alternate  forms  of  treatment  for  adolescents  with 
mental  disorders;  and  effectiveness  of  hospital  treatment  for  adolescents  with 
mental  disorders  and  co-occurring  alcohol  and/or  drug  abuse. 

ELIGIBILITY 

Applications  may  be  submitted  by  any  nonprofit  or  for-profit  organization, 
including  units  of  State  and  local  governments. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease , disorder  or  condition  under  study;  special 
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emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases , disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2 , E , Human  Subjects . Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial /ethnic  minority  populations  ( i . e . , 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics) . 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies) , diagnosis , or  treatment  of  diseases , disorders  or  conditions , 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded . However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial /ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards , the  policy  on  inclusion  of  women  applies  fully ; since  the 
definition  of  minority  differs  in  other  countries , the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies . If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate , it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooper at ive  agreements  that  do  not  comply  with  these  policies . 

SUPPORT  MECHANISMS 

Research  support  may  be  requested  through  applications  for  an  individual 
research  grant  (R01),  the  First  Independent  Research  and  Transition  (FIRST) 
award  (R29),  and  a small  grant  (R03). 

PERIOD  OF  SUPPORT 

Applicants  may  request  support  for  up  to  five  years  for  research  projects. 
Small  grants  are  limited  to  two  years  and  may  not  be  renewed . FIRST  awards 
may  be  made  for  up  to  five  years  and  are  not  renewable.  Annual  awards  will  be 
made,  subject  to  continued  availability  of  funds  and  progress  achieved. 

During  Fiscal  Year  1990  the  Services  Research  Branch  of  the  NIMH  Division  of 
Applied  and  Services  Research  funded  approximately  $5  million  in  child  and 
adolescent  research. 

APPLICATION  PROCEDURES 

Applicants  must  use  the  form  PHS  398  (revised  10/88).  The  program 
announcement  number  and  the  short  version  of  the  title  for  this  program 
announcement  must  be  typed  in  item  number  2 on  the  face  page  of  the 
application  form;  also  check  "yes"  on  item  2. 
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The  signed  original  and  six  legible 
be  sent  to : 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 


copies  of  the  completed  application  must 

NIH  LIBRARY 


I 


496  00475  626 


REVIEW  PROCEDURES 


Applications  will  be  reviewed  in  accordance  with  the  regular  PHS  review 
schedule : 


Receipt  Dates 
New/Renewal 


Initial 

Review 


Advisory  Council 
Review 


Earliest 
Start  Date 


June  1/July  1* 
Oct.  1/Nov.  1* 
Feb.  1/Mar.  1* 


Oct . /Nov . 
Feb . /Mar . 
May/June 


Jan . /Feb . 
May/June 
Sept . /Oct 


Apr . 1 
July  1 
Dec . 1 


*Amehded  applications  (new  or  renewal)  are  to  be  submitted  on  the  latter 
dates . 


FURTHER  INFORMATION 


For  further  programmatic  information,  prospective  applicants  should  contact: 


Ann  Hohmann,  Ph.D.,  M.P.H.  or  Junius  Gonzales,  M.D. 

Services  Research  Branch 

Division  of  Applied  and  Services  Research 

National  Institute  of  Mental  Health 

Room  18C-14 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-3364 

For  further  information  of  a grants  management  nature,  prospective  applicants 
should  contact : 


Stephen  J.  Hudak,  Chief 

Grants  Management  Section 

National  Institute  of  Mental  Health 

Room  7C-23 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4456 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance , Nos. 
93.242,  93.281,  and  93.282).  Under  the  authority  of  the  Public  Health  Service 
Act,  Title  IV,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52 
and  45  CFR  Part  74  and  92,  the  National  Institute  of  Mental  Health  will  accept 
applications  in  response  to  this  announcement. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 


* U.S.  G.P.0. :1 99 1-281-826:20046 
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NOTICES 


CHRISTOPHER  COLUMBUS  DISCOVERY  AWARDS  IN  BIOMEDICAL  RESEARCH 

CALL  FOR  NOMINATIONS 

P.T.  42;  K.W.  0710030 
National  Institutes  of  Health 

The  Christopher  Columbus  Medical  Sciences  Committee  of  the  National  Institutes 
of  Health  (CCMSC/NIH)  and  the  CCMSC/Genoa,  under  the  auspices  of  the 
Quincentenary  Jubilee  Commission,  will  award  eight  to  ten  prizes  for 
scientific  discoveries  that  have  contributed  significantly  to  the  alleviation 
of  disease  and  disability.  The  prizes  will  be  a one-time  award  offer  in 
conjunction  with  two  scientific  meetings  that  are  being  held  as  part  of  the 
international  activities  celebrating  the  500th  anniversary  of  the  Old  World 
discovery  of  the  New  World.  The  CCMSC/NIH  activities  are  being  co-sponsored 
with  donations  from  private  sources. 

The  Awards  Subcommittee  of  the  CCMSC/NIH  hereby  invites  and  encourages 
nominations  of  outstanding  scientists,  of  any  nationality,  from  all  areas  of 


NIH  GUIDE  - Vol.  20,  No.  21,  May  31,  1991  - Page  1 


science  that  have  an  impact  on  health,  for  this  award.  The  closing  date  for 
nominations  is  30  June  1991 . For  information  regarding  the  nomination  process 
and  selection  criteria,  please  contact: 

Dr.  James  C.  Hill 
Deputy  Director 

National  Institute  of  Allergy  and  Infectious  Diseases 

Chairman  Awards  Subcommittee 

National  Institutes  of  Health 

Building  31,  Room  7A03 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-9118 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


MASTER  AGREEMENT  FOR  THE  CLINICAL  EVALUATION  OF  ANTIEPILEPTIC  DRUGS 

RFP  AVAILABLE:  Master  Agreement  Announcement/RFP  NIH-NINDS-91 - 1 0 
P.T.  34;  K.W.  0740010,  0755015 

National  Institute  of  Neurological  Disorders  and  Stroke 

The  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS),  NIH,  is 
re-issuing  the  announcement,  "Master  Agreement  for  the  Clinical  Evaluation  of 
Investigational  Antiepileptic  Drugs."  The  NINDS  is  requesting  proposals  with 
the  intent  of  awarding  Master  Agreements  (MAs)  to  sources  capable  of 
performing  clinical  evaluations  of  investigational  antiepileptic  drugs  in 
tolerability  and  preliminary  efficacy  studies,  controlled  efficacy  and  safety 
trials,  or  both,  in  patients  with  epilepsy.  Under  this  program,  only  MA 
holders  will  be  eligible  to  compete  for  future  Master  Agreement  Orders  (MAOs) 
that  fund  the  actual  clinical  evaluation  of  specific  drugs  as  they  become 
available  for  testing. 

This  is  not  a Master  Agreement  Announcement/Request  for  Proposals  (MAA/RFP) . 
MAA/RFP  No.  NIH-NINDS-91 - 1 0 will  be  issued  on  or  about  May  31,  1991,  with  a 
tentative  closing  date  for  receipt  of  responses  on  July  31,  1991. 

Award  of  MAs  under  MAA/RFP  No.  NIH-NINDS-91 - 1 0 will  be  for  a period  of  five 
years  (estimated  to  be  September  1991  through  September  1996).  It  is 
anticipated  that  multiple  MA  awards  will  be  made. 

To  receive  a copy  of  MAA/RFP  No.  NIH-NINDS-91 - 1 0 , please  submit  a written 
request  to  the  following  address,  and  supply  this  office  with  two 
self-addressed  mailing  labels: 

Contracting  Officer 

Contracts  Management  Branch,  DEA 

National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  901 
7550  Wisconsin  Avenue 
Bethesda,  MD  20892 

Attention:  MAA/RFP  No.  NIH-NINDS-91 - 1 0 

All  responsible  sources  may  submit  a proposal  that  shall  be  considered  by  the 
Government . 


SAFE  STIMULATION  OF  THE  CENTRAL  AND  PERIPHERAL  NERVOUS  SYSTEMS  FOR  NEURAL 

PROSTHESES 

RFP  AVAILABLE:  NIH-NINDS-91 - 1 1 
P.T.  34;  K.W.  0745047,  0740050 

National  Institute  of  Neurological  Disorders  and  Stroke 

The  Neural  Prosthesis  Program  (NPP)  of  the  National  Institute  of  Neurological 
Disorders  and  Stroke,  NIH,  is  developing  aids  for  the  neurologically 
handicapped.  These  neural  prostheses  involve  the  use  of  electrical 
stimulation  for  selective  activation  and/or  inhibition  of  neurons  in  the 
central  and  peripheral  nervous  systems.  The  Contractor  will  be  required  to 
exert  its  best  efforts  to  develop  neural  stimulating  electrodes  and  to 
evaluate  the  effects  of  electrical  stimulation  on  neural  and  surrounding 
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tissue  in  non-human  animals.  It  is  anticipated  that  one  award  will  be  made 
for  a period  of  three  years  in  January  1992. 

This  is  not  a Request  for  Proposals  (RFP) . To  receive  a copy  of  the  RFP, 
please  submit  a written  request  to  the  following  address,  and  supply  this 
office  with  two  self-addressed  mailing  labels.  All  responsible  sources  shall 
be  considered  by  the  agency.  The  RFP  will  be  issued  on  or  about  June  5,  1991, 
with  proposals  due  on  August  5,  1991. 

Contracting  Officer 

Contracts  Management  Branch,  DEA 

National  Institute  of  Neurological  Disorders  and  Stroke,  NIH 

Federal  Building,  Room  901 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Attention:  RFP  No.  NIH-NINDS-91 - 1 1 


RESEARCH  TRAINING  AND  CAREER  DEVELOPMENT  AWARDS  IN  NUTRITION  AND  OBESITY 

RFA  AVAILABLE:  DKHD-91-13 

P.T.  34,  44;  K.W.  0710095,  0765020,  0715145,  0720005 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Child  Health  and  Human  Development 

Application  Receipt  Date:  September  18,  1991 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
and  the  National  Institute  of  Child  Health  and  Human  Development  (NICHD) 
invite  applications  for  research  training  and  career  development  via  the  T32, 
K08,  K1 1 , and  F32  mechanisms  for  physicians  and  basic  scientists  in  the  areas 
of  nutrition  and  obesity-related  research.  The  intent  of  this  Request  for 
Applications  (RFA)  is  to  provide  research  training  and  career  development 
support  to  persons  who  have  a commitment  to  and  an  aptitude  for  research  in 
nutrient  metabolism,  obesity,  eating  disorders,  and/or  energy  regulation,  as 
well  as  maternal - fetal , infant,  and  childhood  nutrition. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  "Research  Training  and  Career 
Development  in  Nutrition  and  Obesity,"  is  related  to  the  priority  areas  of 
nutrition  and  obesity.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People 
2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325 
(telephone  202-783-3238). 

OBJECTIVE  AND  SCOPE 

Nutrition  and  obesity-related  research  needs  and  opportunities  in  the  early 
decades  of  the  next  century  will  require  an  increased  number  of  physicians  and 
basic  scientists  with  nutrition  sciences  training  that  can  be  related  to 
clinical  nutrition  problems.  The  NIDDK  and  NICHD  wish  to  increase  the  number 
of  physicians  and  basic  scientists  who  can  conduct  high  quality  research  in 
these  areas  by  providing  training  support  for  qualified  individuals  in  the 
areas  of  nutrient  metabolism,  obesity,  eating  disorders,  energy  regulation, 
nutrition  of  low-birth  weight  infants,  nutritional  antecedents  of  adult 
disease,  and  dietary  therapy  of  inborn  errors  of  metabolism.  This  RFA  is 
aimed  directly  at  strengthening  the  national  capacity  for  nutrition  and 
obesity-related  research. 

MECHANISM  OF  SUPPORT 

The  mechanisms  of  support  available  are  the  National  Research  Service  Award 
Institutional  Training  Grant  (T32),  The  National  Research  Service  Award 
Individual  Postdoctoral  Fellowship  (F32),  the  Physician  Scientist  Award  (K11), 
and  the  Clinical  Investigator  Award  (KQ8). 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
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provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

APPLICATION  SUBMISSION 

Applicants  are  encouraged  to  read  the  guidelines  for  each  mechanism  to 
determine  the  one  most  suitable  for  their  needs.  Guidelines  are  available 
from  the  NIH  Office  of  Grants  Inquiries,  Westwood  Building,  Room  449, 
Bethesda,  MD  20892  (telephone  301-496-7441). 

Applications  received  by  the  deadline  of  September  18,  1991,  will  be  reviewed 
by  a special  review  committee  convened  by  the  NIDDK  and  then  reviewed 
subsequently  by  the  NIDDK  and  NICHD  Advisory  Councils. 

A copy  of  the  complete  RFA  and  consultation  may  be  obtained  from: 

Dr.  Judith  Podskalny 

Division  of  Digestive  Diseases  and  Nutrition 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A15 

National  Institutes  of  Health 

Bethesda,  MD  20892 

Telephone:  (301)  496-7455 

or 

Dr.  Ephraim  Levin 
Medical  Officer 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  637 

National  Institutes  of  Health 

Bethesda,  MD  20892 

Telephone:  (301)  496-5593 

For  information  on  fiscal  matters  and  payback  requirements  contact: 

Mrs.  Nancy  C.  Dixon 

Supervising  Grants  Management  Specialist 
DDN/KUH  Team  Leader 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 


ONGOING  PROGRAM  ANNOUNCEMENTS 


MOLECULAR  AND  STRUCTURAL  BIOLOGY  OF  HAIR  AND  ITS  DISEASES  WITH  SPECIAL 

REFERENCE  TO  ALOPECIA  AREATA 

PA:  PA-91-59 

P.T.  34;  K.W.  0715185,  1002004,  1002008,  0790015 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
PURPOSE 

The  Skin  Diseases  Program,  National  Institute  of  Arthritis  and  Musculoskeletal 
and  Skin  Diseases  (NIAMS),  supports  research  on  the  structure,  function,  and 
diseases  of  the  skin  and  its  appendages.  This  program  announcement  is  issued 
to  encourage  submission  of  research  and  fellowship  grant  applications  in  the 
area  of  molecular  and  structural  biology  of  hair  and  its  diseases  with  special 
reference  to  alopecia  areata. 

BACKGROUND 

The  hair  follicle  is  a complex  three-dimensionally  organized  skin  appendage 
that  cycles  through  stages  of  involution  and  regeneration  over  time.  It  is 
subject  to  hormonal  influences  and  genetic  effects  as  well  as  regional 
variation  with  body  site.  It  is  also  subject  to  many  diseases,  both 
hereditary  and  acquired.  The  most  common  and  often  the  most  debilitating 
among  the  acquired  diseases  is  alopecia  areata.  This  condition  has  been 
thought  to  be  a manifestation  of  a tissue-specific  autoimmune  disease,  but 
definitive  proof  is  still  lacking. 
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The  current  state  of  knowledge  of  the  molecular  and  structural  biology  of  hair 
and  the  state  of  research  in  alopecia  areata  was  summarized  at  two  recent 
conferences  cosponsored  by  NIAMS . These  conferences  emphasized  the  new 
knowledge  being  acquired  in  these  areas  of  hair  research  but,  more 
importantly,  pointed  out  the  many  areas  in  which  additional  research  is 
necessary  to  obtain  a clear  understanding  of  normal  and  abnormal  processes  and 
disease  states . 

RESEARCH  GOALS  AND  SCOPE 

The  goal  of  this  program  announcement  is  to  stimulate  research  in  these  areas 
of  hair  biology  and  disease.  Some  of  the  research  objectives  appropriate  for 
inclusion  in  applications  responsive  to  this  program  announcement  are: 

o Studies  of  molecular  and  structural  biology  of  normal  hair  during 
its  normal  cycle; 

o Hereditary  diseases  of  hair  to  elucidate  the  underlying  defect  and 
the  mechanism  by  which  the  disease  state  is  expressed; 

o Hormonal  influences  on  normal  and  diseased  hair; 

o Et iopathogenesis  and  treatment  of  acquired  hair  diseases, 
particularly  alopecia  areata; 

o Epidemiologic  studies  of  diseases  of  hair. 

MECHANISM  OF  SUPPORT 

Research  mechanisms  to  support  these  investigations  include  research  grants 
(R01),  Clinical  Investigator  Awards  (K08),  First  Independent  Research  and 
Transition  (FIRST)  Awards  (R29),  and  Individual  National  Research  Service 
Awards  (F32). 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.. 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 
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For  foreign  awards , the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries , the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States ' populations , including  minorities . 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned . 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate , it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies . NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  in  response  to  this  announcement  will  be  reviewed  in  accordance 
with  the  usual  Public  Health  Service  peer  review  procedures  for  research  and 
fellowship  grants.  Review  criteria  include  significance  and  originality  of 
the  research  goals  and  approaches ; feasibility  of  the  research  and  adequacy  of 
the  experimental  design;  training,  research  competence,  and  dedication  of  the 
investigator! s) ; adequacy  of  available  facil it ies ; and  provision  for  the 
humane  care  of  animals.  Decisions  will  be  based  on  initial  review  group  and 
National  Advisory  Council  recommendations. 

Applications  must  be  submitted  on  form  PHS  398  (rev . 1 0/88 ) , for  research 
grant  awards  or  on  form  PHS  416-1  (rev.  4/89)  for  fellowship  awards, 
available  in  the  business  or  grants  office  at  most  academic  or  research 
institutions,  and  from  the  Division  of  Research  Grants,  National  Institutes  of 
Health,  Westwood  Building,  Room  449,  Bethesda,  Maryland  20892,  telephone  (301) 
496-7441 . 

Applications  will  be  accepted  in  accordance  with  the  submission  dates  for  new 
applications  on  a continuing  basis: 

February  1,  June  1,  October  1 for  research  grant  applications.  January  10, 

May  10,  September  10  for  fellowship  applications. 

The  phrase,  "MOLECULAR  AND  STRUCTURAL  BIOLOGY  OF  HAIR  AND  ITS  DISEASES  WITH 
SPECIAL  REFERENCE  TO  ALOPECIA  AREATA,  PA-91 -59"  must  be  typed  on  line  2 of  the 
face  page  of  the  application.  The  original  and  six  copies  of  the  PHS  398  or 
the  original  and  two  copies  of  the  PHS  416-1  must  be  sent  or  delivered  to : 

Grant  Application  Receipt  Office 
Division  of  Research  Grants 
Westwood  Building,  Room  240 
National  Institutes  of  Health 
Bethesda,  MD  20892-4500** 

For  further  information,  investigators  are  encouraged  to  contact: 

Alan  N.  Moshell,  M.D. 

Skin  Diseases  Program  Director 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  405 
Bethesda,  MD  20892 
Telephone:  (301)  496-7326 

For  fiscal  and  adm in is t rat ive  matters , contact : 

Diane  M.  Watson 

Grants  Management  Officer 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  407-A 
Bethesda,  MD  20892 
Telephone:  (301)  496-7495 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.846,  Arthritis,  Musculoskeletal  and  Skin  Diseases  Research.  Awards  will  be 
made  under  authorization  of  the  Public  Health  Service  Act,  Title  III,  Section 
301  (c)  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS 
grant  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74. 
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This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


MENTAL  HEALTH  RESEARCH  ON  HOMELESS  PERSONS 

PA:  PA-91-60 

P.T.  34 ; K.W.  0715095,  0715129 
National  Institute  of  Mental  Health 

The  National  Institute  of  Mental  Health  (NIMH)  announces  the  continuation  of 
an  initiative  to  encourage  investigator- initiated  research  focusing  on  mental 
health  and  homelessness.  The  target  population  includes  severely  mentally  ill 
adults  who  are  homeless  or  at  risk  of  becoming  homeless,  homeless  adolescents, 
and  homeless  families  with  children  who  are  severely  emotionally  disturbed  or 
at  risk  of  emotional  disturbance. 

The  purpose  of  this  initiative  is  to  accelerate  the  development  of  knowledge 
about  the  prevalence,  etiology,  and  treatment  of  homelessness  and  mental 
disorders  that  can  ultimately  contribute  to  more  effective  delivery  of  mental 
health  services  to  homeless  persons,  reductions  in  homelessness  among  severely 
mentally  ill  persons,  improvements  in  mental  health  status  among  homeless 
individuals,  and  better  information  on  how  housing  and  mental  health  services 
can  be  appropriately  integrated  for  homeless,  severely  mentally  ill  persons. 

This  revised  announcement  supersedes  the  NIMH  December  1988  program 
announcement  entitled  "Research  and  Research  Demonstrations  on  Homeless 
Severely  Mentally  111  Adults  and  Homeless  Families  with  Children  who  are  at 
Risk  of  Severe  Emotional  Disturbance."  This  announcement  solicits 
invest igator- initiated  applications  under  a range  of  funding  mechanisms.  As 
part  of  the  NIMH  Public -Academic  Liaison  initiative,  preference  will  be  given 
to  applications  that  involve  collaboration  between  academic  researchers  and 
public  sector  agencies  in  planning  and  conducting  research.  Also,  the  Public 
Health  Service  (PHS)  encourages  applicants  to  submit  work  plans  that  address 
specific  objectives  of  Healthy  People  2000.  Potential  applicants  may  obtain  a 
copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

General  areas  of  interest  include  studies  of  processes  affecting  the  mental 
health  of  homeless  persons,  epidemiologic  and  clinical  studies  of  homeless 
populations,  studies  of  mental  health  services  to  homeless  persons,  studies 
exploring  housing  development  for  homeless  mentally  ill  persons,  studies  of 
systems  issues  related  to  the  mental  health  care  of  homeless  persons,  and 
methods  and  measurement  development. 

Areas  of  specific  interest  include  service  needs  of  homeless,  severely 
mentally  ill  persons  dwelling  in  street  or  public  transportation  settings; 
understudied  homeless  subgroups  such  as  women,  minorities,  adolescents,  and 
families  with  children;  the  prevalence  of  a recent  history  of  physical  and/or 
sexual  abuse  among  homeless  children  or  adolescents,  and  studies  of  physical 
and  sexual  abuse  as  a risk  factor  for  homelessness;  the  co-occurrence  of 
severe  mental  illness  with  alcohol  and/or  drug  disorders  in  homeless 
populations;  and  the  relationships  among  mental  illness,  HIV  infection,  and 
homelessness . 

Generally,  applications  may  be  submitted  by  public  or  private  nonprofit  or 
for-profit  organizations  such  as  universities,  colleges,  hospitals, 
laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Women  and  minority  investigators  are  encouraged  to 
apply.  Contact  the  NIMH  staff  person  listed  below  for  further  eligibility 
requirements . 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
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research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e., 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded . However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies . 

Because  of  the  special  sensitivity  of  research  focused  on  homeless  and 
homeless,  severely  mentally  ill  persons,  particular  attention  should  be  given 
by  applicants  to  considerations  of  informed  consent , conf ident ial ity , subjects 
rights  and  welfare,  and  subject  risk. 

Support  for  research  may  be  requested  through  applications  for  a research 
grant  (R01),  small  grant  (R03),  First  Independent  Research  and  Transition 
(FIRST)  award  (R29),  and  program  project  award  (P01).  Support  for  research 
projects  that  include  funds  for  services  may  be  requested  through  applications 
for  research  demonstration  grants  (R18) . Other  support  mechanisms  include  the 
Predoctoral  Individual  National  Research  Service  Award  (F31),  Postdoctoral 
National  Research  Service  Award  (F32),  Institutional  National  Research  Service 
Award  (T32),  Scientist  Development  Award  for  Clinicians  (K20),  and  Scientist 
Development  Award  (K21). 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct 
research,  including  both  direct  costs  and  allowable  indirect  costs.  Only  if 
the  application  is  for  a research  demonstration  project  (R18)  may  a 
substantial  portion  of  grants  funds  be  used  to  support  costs  associated  with 
treatment,  rehabilitation,  or  other  service  programs.  Applicants  must  clearly 
distinguish  services  to  be  supported  through  research  demonstration  funds  and 
services  supported  through  other  sources. 

All  research  applicants  must  use  the  grant  application  form  PHS  398  (rev. 
10/88).  Applications  may  request  support  for  up  to  5 years  for  research  and 
up  to  3 years  for  research  demonstration  projects.  Small  grant  applications 
are  limited  to  2 years.  Annual  awards  will  be  made  subject  to  availability  of 
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funds  and,  for  renewals,  progress  achieved.  Applications  for  fellowships  must 
use  the  application  form  PHS  416-1  Crev.  4/89). 

Applications  will  be  received  under  the  usual  PHS  receipt  and  review  schedule. 
Applications  will  be  reviewed  by  an  initial  review  group  consisting  primarily 
of  non-Federal  scientific  and  technical  experts.  Applications  will  receive  a 
second-level  review  by  the  appropriate  Advisory  Council  based  on  policy 
considerations  as  well  as  scientific  merit.  Only  applications  recommended  for 
approval  by  the  Advisory  Council  may  be  considered  for  funding. 

Subject  to  the  quality  of  proposals  and  availability  of  funds,  NIMH  hopes  to 
make  up  to  $3  million  available  for  between  5 and  15  projects  funded  in  fiscal 
year  1992. 

Inquiries  regarding  this  announcement  and  requests  for  a copy  of  the  full 
announcement  may  be  directed  to: 

Roger  B.  Straw,  Ph.D. 

Office  of  Programs  for  the  Homeless  Mentally  111 
Room  7C-06 

Telephone:  (301)  443-3706 

Further  information  on  grants  management  issues  may  be  obtained  from: 

Stephen  J . Hudak 
Grants  Management  Branch 
Room  7C-26 

Telephone:  (301)  443-4456 

The  address  for  both  of  the  above  is: 

National  Institute  of  Mental  Health 
5600  Fishers  Lane 
Rockville,  MD  20857 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Nos. 
93.242,  93.282,  and  93.28.  Under  the  authority  of  Sections  301  and  520  of  the 
Public  Health  Service  Act  (42  USC  241  as  amended),  and  subject  to  availability 
of  funds,  the  National  Institute  of  Mental  Health  will  accept  applications  in 
response  to  this  announcement 


HEALTH  SERVICES  RESEARCH  CONFERENCE  GRANTS 

PA:  PA-91-61 

P.T.  42;  K.W.  0730050,  1004017 

Agency  for  Health  Care  Policy  and  Research 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  announces  procedures 
and  criteria  for  health  services  and  medical  effectiveness  research  conference 
grants  pursuant  to  Title  IX  of  the  Public  Health  Service  (PHS)  Act  and  section 
1142  of  the  Social  Security  Act  and  invites  applications  for  such  grants. 

TYPES  OF  CONFERENCES  SUPPORTED  - AHCPR  awards  grants  for  conferences  and 
workshops  related  to  general  health  services  research  and  medical 
effectiveness  research  activities.  AHCPR  supports  conferences  that  further 
the  following  activities: 

o exchanging  information  on  innovations  in  health  services  delivery 
and  technology,  and  developing  and  improving  methods  of 
disseminating  findings  and  information  resulting  from  health 
services  research  activities  of  AHCPR; 

o promoting  the  dissemination  and  adoption  of  medical  practice 
guidelines,  clinical  research  findings,  and  health  services 
research  data-related  products; 

o improving  health  services  research  design  and  methods;  and 

o developing  research  agendas  for  addressing  significant  health 
services  problems. 

For  conference  proposals  requesting  $50,000  or  less  in  direct  costs,  AHCPR  is 
particularly  interested  in  applications  in  areas  described  in  a separate 
notice  appearing  in  this  issue  of  the  NIH  Guide  for  Grants  and  Contracts 
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entitled  "Health  Services  Research  Priority  Areas  for  Accelerated  Small  Grants 
Review . " 

AHCPR  also  is  particularly  interested  in  conference  grant  applications  that 
pertain  to  the  above  areas  and  applications  that  have  relevance  to  the 
specific  objectives  of  the  publication  "Healthy  People  2000."  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (full  report;  Stock  No. 
017-001-00474-0)  (summary  report;  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C., 
20402-9325,  telephone  202-783-3238. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  CONCERNING  THE  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

AHCPR  observes  NIH  and  ADAMHA  policy  requiring  applicants  for  research  grants 
to  include  minorities  and  women  in  study  populations  so  that  research  findings 
can  be  of  benefit  to  all  persons  at  risk  of  the  disease,  disorder,  or 
condition  under  study.  Under  this  policy,  special  emphasis  is  placed  on  the 
need  to  include  minorities  and  women  in  the  studies  of  diseases,  disorders  and 
conditions  which  disproportionately  affect  them.  The  policy  is  intended  to 
apply  to  males  and  females  of  all  ages.  Although  conferences  will  not  conduct 
research  per  se,  research  is  usually  a primary  focus  of  AHCPR- supported 
conferences  and  applications  will  be  expected  to  demonstrate  consideration  for 
the  special  needs  of  minorities  and  women.  This  consideration  should  be 
reflected  in  the  design  of  the  agenda,  selection  of  topics  and  speakers,  as 
well  as  in  the  final  product  associated  with  the  conference,  whether  it  is  a 
research  agenda  or  conference  proceedings. 

REVIEW  PROCESS  - Conference  grant  applications  with  direct  costs  of  $50,000  or 
less  over  the  project  period  are  reviewed  for  scientific  and  technical  merit 
by  Federal  and/or  non-Federal  experts  serving  as  field  readers,  rather  than  a 
standing  advisory  committee . Section  922(d) (2)  of  the  PHS  Act  allows  the 
Administrator  of  AHCPR  to  make  adjustments  in  the  standard  peer  review  process 
for  applications  with  direct  costs  that  do  not  exceed  $50,000.  Conference 
grant  applications  in  excess  of  $50,000  over  the  project  period  will  be 
reviewed  under  standard  peer  review  procedures  in  accordance  with  section  922 
of  the  PHS  Act . 

ELIGIBLE  APPLICANTS  - Applications  may  be  submitted  by  public  or  private 
nonprofit  institutions,  units  of  State  or  local  government,  or  individuals. 
For-profit  institutions  are  not  eligible  for  AHCPR  grants. 

APPLICATION  PROCEDURES  - Applications  must  be  submitted  in  accordance  with 
section  924  of  the  Public  Health  Service  Act  and  with  the  instructions  in  the 
application  kit  and  42  CFR  67.13. 

APPLICATION  FORMS  - All  applicants,  except  units  of  State  and  local 
government,  must  use  form  PHS  398  (rev.  10/88).  Applicants  from  State  and 
local  governments  may  use  Form  PHS  5161,  Application  for  Federal  Assistance 
(nonconstruction  programs).  Application  materials  are  available  at  most 
institutional  business  offices  and  from: 

Office  of  Scientific  Review 

Agency  for  Health  Care  Policy  and  Research 

Parklawn  Building,  Room  18A-20 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-3091 

APPLICATION  SUBMISSION  - The  original  and  six  copies  of  form  PHS  398  (rev. 
10/88)  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

State  and  local  governments  using  Form  PHS  5161  must  submit  an  original  and 
two  copies  of  the  application  to  the  same  location. 

Those  applicants  submitting  an  application  with  direct  costs  in  excess  of 
$50,000  must  check  item  2 of  page  1 of  the  application  "Yes,"  and  the  PA 
number  PA-91 -61  and  the  title  "Conference  Grants"  must  be  entered.  Those 
applicants  submitting  an  application  with  direct  costs  of  $50,000  or  less  must 
check  item  2 of  page  1 of  the  application  "Yes,"  and  the  PA  number  PA-91 -62 
and  the  title  "AHCPR  Small  Grants  Program"  must  be  entered. 
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SUBMISSION  DEADLINES  - The  deadline  for  submission  of  applications  depends  on 
whether  or  not  the  amount  of  direct  costs  over  the  project  period  exceeds 
$50,000. 

The  first  deadline  for  submission  of  applications  in  excess  of  $50,000  is  June 
1,  1991.  Thereafter,  the  following  deadlines  apply  to  conference  grants  for 
any  fiscal  year:  February  1,  June  1,  and  October  1.  Funding  decisions  will 
be  made  within  approximately  eight  to  ten  months  after  receipt  of 
applications . 

The  first  deadline  for  applications  of  $50,000  or  less  in  direct  costs  is 
September  15,  1991.  Thereafter,  the  following  deadlines  apply  to  conference 
grants  for  any  fiscal  year:  January  15,  May  15,  and  September  15.  Funding 
decisions  will  be  made  within  approximately  six  months  after  receipt  of 
applications . 

Applications  will  be  considered  on  time  if  they  are  received  on  or  before  the 
established  deadline  dates  or  sent  on  or  before  the  deadline  dates  specified 
in  this  Notice,  unless  they  are  received  too  late  for  orderly  processing. 
Applicants  should  request  a legibly  dated  U.S.  Postal  Service  postmark  or 
obtain  a dated  receipt  from  a commercial  carrier  or  U.S.  Postal  Service. 
Private  metered  postmarks  shall  not  be  acceptable  as  proof  of  timely  mailing. 
Late  applications  not  accepted  for  processing  will  be  held  for  the  next 
regularly  scheduled  review  cycle. 

REVIEW  CRITERIA  - The  following  are  the  minimum  criteria  by  which  applications 
for  conference  grant  support  are  reviewed: 

Significance  of  the  proposed  conference:  (1)  The  importance  of  the  issue  or 
problem  addressed  in  the  delivery,  cost,  quality  of,  or  access  to  health 
services,  or  a methodological  or  technical  issue  in  dealing  with  the 
development  and  conduct  of  health  services  research;  (2)  the  implications  of 
the  conference's  intended  outcome(s)  for  future  health  services  research,  for 
identifying  or  resolving  methodological  problems,  and  for  organizing  and 
managing  research  activities;  and  (3)  the  implications  of  the  conference  for 
technological  innovations  in  health  care  communications  and  dissemination  of 
knowledge,  information,  or  for  the  effective  utilization  of  the  material 
communicated  and  disseminated. 

Conference  Design:  (1)  The  logic  and  soundness  of  the  conference's  conceptual 
framework;  (2)  the  role,  composition,  and  expertise  of  individuals  and 
advisory  groups  to  be  utilized  in  planning  or  conducting  the  conference, 
including  the  involvement  of  the  potential  users  of  the  information  or  other 
products  of  the  conference;  (3)  the  reasonableness  of  the  techniques  proposed 
to  ensure  maximum  participation  and  interaction  among  participants,  e.g., 
discussion  in  large  and  small  groups,  prior  distribution  of  papers,  panels 
versus  individual  speakers,  and  periods  for  questions  and  answers;  (4)  the 
specificity  of  the  proposed  agenda  of  topics  to  be  addressed,  the  proposed 
speakers  and  panel  members  for  each  topic,  their  credentials,  and  the  criteria 
for  their  selection;  and  (5)  the  nature  and  quality  of  the  informational 
products  to  be  disseminated  as  a result  of  the  conference  (such  as 
proceedings,  research  agendas,  publications,  training  manuals,  and  other 
products),  and  a plan  for  dissemination. 

Personnel  and  Facilities:  (1)  The  experience  and  training  of  the  applicant 
indicating  the  ability  to  design,  organize,  and  carry  out  a health  services 
research  conference;  and  (2)  the  adequacy  of  the  facilities  available  for 
conducting  the  conference. 

Appropriateness  of  Budget:  (1)  The  reasonableness  of  the  overall  cost  of  the 
conference,  given  the  proposed  approach;  and  (2)  the  cost  effectiveness  of  the 
total  proposed  expenditure  in  terms  of  the  probable  value  of  the  conference 
results . 

FUNDING  AVAILABILITY  - AHCPR  anticipates  that  up  to  $300,000  may  be  expended 
in  a fiscal  year  for  grants  with  direct  costs  of  $50,000  or  less.  Grant 
applications  for  more  than  $50,000  in  direct  costs  will  compete  with  the  total 
AHCPR  grant  application  pool  for  funding.  AHCPR  anticipates  that  it  may  award 
from  one  to  two  new  conference  grants  per  year  with  direct  costs  in  excess  of 
$50,000.  Grants  made  pursuant  to  this  announcement  will  be  reviewed  and 
funded  consistent  with  grant  application  procedures  and  policies  set  out  in  A2 
CFR  Part  67,  Subpart  A,  and  the  PHS  Grants  Policy  Statement.  Funding  of  a 
conference  may  be  made  conditional  on  grantee  acceptance  of  changes 
recommended  by  the  field  readers  or  advisory  committee  members , including 
substantive  changes  in  the  conference  design  and/or  budgetary  considerations. 

CONDITIONS  OF  ACCEPTANCE  OF  AWARD  - Grantees  must  agree  to:  (1)  Allow  a 
limited  number  of  AHCPR  staff  to  attend  or  participate  in  the  conference  (the 
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number  of  staff  will  be  negotiated  at  the  time  of  award;  they  will  arrange  for 
their  own  travel  expenses);  (2)  hold  the  conference  within  12  months  of  the 
date  of  the  award;  and  (3)  submit  three  copies  of  an  executive  summary  and 
three  copies  of  a one-page  abstract  of  the  proceedings  to  AHCPR  not  later  than 
60  days  after  the  conference,  and  provide  AHCPR  with  three  copies  of  the 
conference  proceedings  as  soon  as  they  are  available. 

RELATED  INFORMATION  - The  AHCPR  grant  program  is  described  in  the  Catalog  of 
Federal  Domestic  Assistance  as  Numbers  93.226  and  93.180.  Executive  Order 
12372  is  not  applicable  to  AHCPR  grants.  Additional  guidance  on  these 
conference  grants  is  included  in  the  AHCPR  publication  Conference  Grant 
Information.  Copies  of  this  publication  will  be  provided  in  the  application 
kit.  The  information  in  this  notice  is  being  published  in  the  Federal 
Register.  AHCPR  grants  are  governed  by  regulations  found  in  the  Code  of 
Federal  Regulations,  Title  42,  Part  67,  Subpart  A.  A copy  of  the  regulations 
is  included  in  the  application  kit. 

For  additional  information,  contact: 

Margaret  VanAmringe 

Director,  Center  for  Research  Dissemination  and  Liaison 

Agency  for  Health  Care  Policy  and  Research 

Parklawn  Building,  Room  18A-10 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  C301)  443-2904 

For  fiscal  and  administrative  matters,  contact: 

Ralph  Sloat 

Chief,.  Grants  Management  Branch 

Agency  for  Health  Care  Policy  and  Research 

Parklawn  Building,  Room  18A27 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4033 


HEALTH  SERVICES  RESEARCH  PRIORITY  AREAS  FOR  ACCELERATED  SMALL  GRANT 

APPLICATION  REVIEW 

PA:  PA-91-62 

P.T.  34,  42;  K.W.  0730050,  0730000 
Agency  for  Health  Care  Policy  and  Research 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  announces  priority 
areas  for  small  grant  applications  for  health  services  research,  including 
conferences,  pursuant  to  Title  IX  of  the  Public  Health  Service  (PHS)  Act  and 
section  1142  of  the  Social  Security  Act  and  invites  applications  for  such 
grants.  Small  grant  applications  are  those  with  total  direct  costs  of  $50,000 
or  less  over  the  project  period.  AHCPR  is  particularly  interested  in 
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receiving  small  grant  applications  from  individuals  new  to  the  health  services 
research  field. 

Small  grant  applications  proposing  a conference  or  research  in  the  priority 
areas  identified  below  will  be  accorded  an  accelerated  review.  This 
accelerated  review  will  permit  AHCPR  to  notify  applicants  of  funding  decisions 
approximately  six  months  after  receipt  of  applications.  The  information  in 
this  notice,  as  well  as  future  changes,  will  be  published  in  the  Federal 
Register.  AHCPR  is  also  issuing  a separate  Federal  Register  notice  and 
announcement  in  the  NIH  Guide  for  Grants  and  Contracts  with  additional 
information  pertaining  to  all  conference  grant  proposals,  including  those  in 
excess  of  $50,000. 

Research  priority  areas,  including  conferences,  that  qualify  small  grant 
proposals  for  accelerated  review  are: 

1 . Research  on  health  care  services  for  underserved/  disadvantaged 
populations,  e.g.,  minority  health  issues,  rural  health  issues,  methods  to 
improve  access; 

2.  Research  on  costs,  access,  and  quality  of  care  for  the 
uninsured/under insured; 
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3.  Research  on  health  care  services  for  individuals  with  HIV  infections, 
including  issues  related  to  costs,  access,  and  quality  of  care  delivered  to 
such  individuals; 

4.  Research  on  medical  liability  issues,  e.g.,  determinants  of,  or 
alternative  approaches  to  reduce  medical  liability; 

5.  Research  on  clinical  practice-oriented  primary  care;  that  describes  the 
natural  history  and  the  management  of  conditions  commonly  encountered  in 
primary  care  practice;  and 

6.  Conferences  on  the  areas  specified  above  as  well  as  other  health  services 
research  topics  of  general  interest. 

These  priority  areas  supersede  previously  announced  priorities  for  small  grant 
applications.  Comments  on  the  priorities  are  being  solicited  through  the 
Federal  Register.  Any  changes  in  priorities  required  to  address  National 
concerns  will  be  announced  before  becoming  effective. 

If  the  application  submitted  in  response  to  this  RFA  is  substantially  similar 
to  a research  grant  application  already  submitted  to  the  NIH  for  review,  but 
has  not  yet  been  reviewed,  the  applicant  will  be  asked  to  withdraw  either  the 
pending  application  or  the  new  one.  Simultaneous  submission  of  identical 
applications  will  not  be  allowed,  nor  will  essentially  identical  applications 
be  reviewed  by  different  review  committees.  Therefore,  an  application  cannot 
be  submitted  in  response  to  this  RFA  that  is  essentially  identical  to  one  that 
has  already  been  reviewed.  This  does  not  preclude  the  submission  of 
substantial  revisions  of  applications  already  reviewed,  but  such  applications 
must  include  an  introduction  addressing  the  previous  critique. 

AHCPR  urges  applicants  to  submit  priority  consideration  small  grant 
applications  that  address  specific  objectives  of  the  publication  "Healthy 
People  2000."  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(full  report;  Stock  No.  017-001-00474-0)  (summary  report;  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  D.C.  20402-9325,  telephone  202-783-3238. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

AHCPR  observes  NIH  and  ADAMHA  policy  requiring  applicants  for  clinical 
research  grants  to  include  minorities  and  women  in  study  populations  so  that 
research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the  disease, 
disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the 
need  for  inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders 
and  conditions  which  disproportionately  affect  them. 

The  composition  of  the  proposed  study  group  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A~D  of  the  Research  Plan 
and  summarized  in  Section  2,  E,  Human  Subjects,  or  in  the  program  narrative 
section  of  Form  PHS  5161  for  State  and  local  governments. 

If  the  required  information  is  not  contained  in  the  application,  the 
application  will  be  returned.  All  applications  for  research  submitted  to 
AHCPR  are  required  to  address  these  policies.  AHCPR  will  not  award  grants 
that  do  not  comply  with  these  policies. 

REVIEW  PROCESS  - The  accelerated  review  process  involves  technical  and 
scientific  review  by  Federal  and/or  non-Federal  experts  serving  as  field 
readers,  rather  than  a standing  advisory  committee.  Section  922(d)(2)  of  the 
PHS  Act  allows  the  Administrator  of  AHCPR  to  make  adjustments  in  the  usual 
peer  review  process  for  applications  whose  direct  costs  do  not  exceed  $50,000. 

Small  grant  proposals  submitted  for  research  on  topics  not  specified  above,  or 
for  research  conferences  in  excess  of  $50,000,  will  not  be  accepted  for 
expedited  review,  although  they  may  be  eligible  for  the  established  AHCPR  peer 
review  process  by  a committee  of  non-Federal  experts.  The  final  determination 
as  to  whether  an  application  qualifies  for  expedited  review  is  made  by  AHCPR, 
based  on  the  application's  consistency  with  the  above-listed  priority  areas. 

If  AHCPR  determines  that  an  application  intended  by  the  applicant  for 
expedited  review  is  not  so  qualified,  the  application  will  be  held  for  the 
next  regular  application  deadline  for  routine  grants  receipt  and  peer  review 
procedures . 
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ELIGIBLE  APPLICANTS  - Applications  may  be  submitted  by  public  or  private 
nonprofit  institutions,  units  of  State  or  local  government,  or  individuals. 

APPLICATION  PROCEDURES  - Applications  must  be  submitted  in  accordance  with 
Section  924  of  the  PHS  Act  and  with  instructions  in  the  application  kit  and  42 
CFR  67.13. 

APPLICATION  FORMS  - All  applicants,  except  units  of  State  and  local 
governments,  must  use  form  PHS  398  (rev.  10/88).  Applicants  from  State  and 
local  governments  may  use  form  PHS  5161,  Application  for  Federal  Assistance 
(nonconstruction  programs).  Grant  application  materials  and  instructions  are 
available  from:  Office  of  Scientific  Review,  Office  of  Planning  and  Resource 
Management,  AHCPR,  5600  Fishers  Lane,  Room  18A-20 , Rockville,  Maryland  20857, 
telephone  (301)  493-3091. 

APPLICATION  SUBMISSION  - To  receive  accelerated  review,  Item  2 of  page  1 of 
the  application  should  be  checked  "Yes",  and  the  PA  number  PA-91 -62  and  the 
title  "AHCPR  Small  Grants  Program"  should  be  entered. 

The  original  and  six  copies  of  the  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda , MD  20892** 

State  and  local  governments  using  form  DHHS  5161  must  submit  the  original  and 
two  copies  of  the  completed  application  form  to  the  same  location. 

SUBMISSION  DEADLINES  - The  first  deadline  for  receipt  of  priority  and 
conference  small  grant  applications  is  September  15,  1991.  Thereafter,  the 
following  deadlines  for  receipt  of  applications  are  January  15,  May  15,  and 
September  15  for  any  year. 

Applications  will  be  considered  on  time  if  they  are  received  on  or  before  the 
established  deadline  dates  or  sent  on  or  before  the  deadline  dates  specified 
in  this  Notice,  unless  they  are  received  too  late  for  orderly  processing. 
Applicants  should  request  a legibly  dated  U.S.  Postal  Service  postmark  or 
obtain  a dated  receipt  from  a commercial  carrier  or  U.S.  Postal  Service. 
Private  metered  postmarks  shall  not  be  acceptable  as  proof  of  timely  mailing. 
Late  applications  not  accepted  for  processing  will  be  held  for  the  next 
regularly  scheduled  review  cycle. 

REVIEW  CRITERIA  - Research  grant  applications  will  be  reviewed  according  to 
the  following  criteria:  (1)  The  significance  and  originality  from  a 
scientific  or  technical  standpoint  of  the  goals  of  the  project;  (2)  the 
adequacy  of  the  methodology  proposed  to  carry  out  the  project;  (3)  the 
availability  of  data  or  the  proposed  plan  to  collect  data  required  in  the 
analysis;  (4)  the  adequacy  and  appropriateness  of  the  plan  for  organizing  and 
carrying  out  the  project;  (5)  the  qualifications  of  the  Principal  Investigator 
and  the  proposed  staff;  (6)  the  reasonableness  of  the  proposed  budget  in 
relation  to  the  proposed  project;  (7)  the  adequacy  of  the  facilities  and 
resources  available  to  the  grantee;  and  (8)  the  adequacy  of  steps  proposed  to 
protect  human  subjects , as  appropriate. 

Conference  grant  applications  will  be  reviewed  according  to  the  following 
additional  criteria: 

Significance  of  the  Proposed  Conference:  (1)  The  importance  of  the  issue  or 
problem  addressed  in  the  delivery,  cost,  quality  of,  or  access  to  health 
services,  or  a methodological  or  technical  issue  in  dealing  with  the 
development  and  conduct  of  health  services  research;  (2)  the  implications  of 
the  conference's  intended  outcome(s)  for  future  health  services  research,  for 
identifying  or  resolving  methodological  problems,  and  for  organizing  and 
managing  research  activities;  and  (3)  the  implications  of  the  conference  for 
technological  innovations  in  health  care  communications  and  dissemination  of 
knowledge,  information,  or  for  the  effective  utilization  of  the  material 
communicated  and  disseminated. 

Conference  Design:  (1)  The  logic  and  soundness  of  the  conference's  conceptual 
framework;  (2)  the  role,  composition,  and  expertise  of  individuals  and 
advisory  groups  to  be  utilized  in  planning  or  conducting  the  conference, 
including  the  involvement  of  the  potential  users  of  the  information  or  other 
products  of  the  conference;  (3)  the  reasonableness  of  the  techniques  proposed 
to  ensure  maximum  participation  and  interaction  among  participants,  e.g., 
discussion  in  large  and  small  groups,  prior  distribution  of  papers,  panels 
versus  individual  speakers,  and  periods  for  questions  and  answers;  (4)  the 
specificity  of  the  proposed  agenda  of  topics  to  be  addressed,  the  proposed 
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speakers  and  panel  members  for  each  topic,  their  credentials,  and  the  criteria 
for  their  selection;  and  (5)  the  nature  and  quality  of  the  informational 
products  to  be  disseminated  as  a result  of  the  conference  (such  as 
proceedings,  research  agendas,  publications,  training  manuals,  and  other 
products),  and  a plan  for  dissemination. 

Personnel  and  Facilities:  (1)  The  experience  and  training  of  the  applicant 
indicating  the  ability  to  design,  organize,  and  carry  out  a health  services 
research  conference;  and  (2)  the  adequacy  of  the  facilities  available  for 
conducting  the  conference. 

Appropriateness  of  Budget:  (1)  The  reasonableness  of  the  overall  cost  of  the 
conference,  given  the  proposed  approach;  and  (2)  the  cost  effectiveness  of  the 
total  proposed  expenditure  in  terms  of  the  probable  value  of  the  conference 
results . 

FUNDING  AVAILABILITY  - AHCPR  expects  to  award  up  to  $1  million  per  year  for 
all  small  grants. 

RELATED  INFORMATION  - The  AHCPR  grant  program  is  described  in  the  Catalog  of 
Federal  Domestic  Assistance  as  numbers  93.226  and  93.180.  Applications  are 
not  subject  to  Executive  Order  12372.  All  grants  funded  under  this 
announcement  are  subject  to  grant  regulations  set  out  in  42  CFR  Part  67, 
Subpart  A,  and  the  PHS  Grants  Policy  Statement. 

For  additional  information  on  research  priority  areas  specified  in  this 
notice,  contact: 

Center  for  General  Health  Services 
Extramural  Research 

Agency  for  Health  Care  Policy  and  Research 
2101  East  Jefferson  Street,  Room  678 
Rockville,  MD  20852-4993 
Telephone:  (301)  443-2345 

Specific  individuals  for  each  area  are  as  follows  (address  is  same  as  above): 

o Rural  health  issues : 

Carole  D.  Dillard 
Telephone:  (301)  443-6990 

o Minority  health  issues: 

Frantz  C.  Wilson 
Telephone:  (301)  443-2080 

o Cost,  access,  and  quality  of  care  for  the  un insured/under insured : 

Fred  J.  Hellinger,  Ph.D. 

Telephone:  (301)  443-6990 

o HIV/AIDS  issues: 

Melford  Henderson 
Telephone:  (301)  443-6990 

o Medical  liability  issues: 

Gary  J.  Young,  J.D. 

NIH  GUIDE  - Vol . 20,  No.  21,  May  31,  1991  - Page  14 
o Clinical  practice-oriented  primary  care: 

Carolyn  Clancy,  M.D. 

Telephone:  (301)  443-2080 

For  additional  information  on  program  aspects  on  conferences,  contact: 

Margaret  VanAmringe 

Director,  Center  for  Research  Dissemination  and  Liaison 

Agency  for  Health  Care  Policy  and  Research 

Parklawn  Building,  Room  18A-10 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-2904 

For  fiscal  and  administrative  matters,  contact: 
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Ralph  Sloat 

Chief,  Grants  Management  Branch 

Agency  for  Health  Care  Policy  and  Research 

Parklawn  Building,  Room  18A27 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4033 


CUTANEOUS  MANIFESTATIONS  OF  HIV  INFECTION  AND  AIDS 

PA:  PA-91-63 

P.T.  34;  K.W.  0715120,  0715185 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

The  Skin  Diseases  Program  supports  research  on  the  structure,  function,  and 
diseases  of  skin.  This  program  announcement  is  to  encourage  submission  of 
research  grant  applications  in  the  area  of  cutaneous  manifestations  of  human 
immunodeficiency  virus  (HIV)  infection  and  diseases,  including  AIDS,  that  are 
caused  by  HIV  infection.  Research  grant  applications  may  be  basic,  clinical, 
or  epidemiologic . Research  mechanisms  to  support  these  studies  include 
investigator- initiated  research  grants  (R01),  Clinical  Investigator  Awards 
(K08),  First  Independent  Research  and  Transition  (FIRST)  Awards  (R29),  and 
Individual  National  Research  Service  Awards  (F32). 

The  vast  majority  of  patients  with  AIDS  manifest  cutaneous  disease  at  some 
time  during  their  illness.  Patients  with  HIV  infection  not  meeting  the 
criteria  for  the  diagnosis  of  AIDS  also  frequently  manifest  cutaneous  disease. 
In  addition,  an  exanthem  that  is  associated  with  initial  HIV  infection  in 
humans  has  been  described;  it  precedes  seroconversion  to  HIV  positivity  by 
weeks  to  months.  The  skin  diseases  seen  in  HIV  infection  encompass  diseases 
for  which  the  pathogenesis  has  yet  to  be  elucidated,  including  psoriasis  and 
seborrheic  dermatitis;  infectious  diseases  such  as  candidiasis  and  viral  and 
bacterial  infections;  and  malignancies,  particularly  Kaposi's  sarcoma. 

A previous  program  announcement  (NIH  Guide  for  Grants  and  Contracts,  Vol . 17 
No.  11,  March  25,  1988)  was  published  to  stimulate  research  in  this  area. 

This  program  announcement  is  designed  to  further  encourage  research  grant 
applications  to  investigate  basic,  clinical,  and  epidemiologic  aspects  of 
these  diverse  cutaneous  manifestations  of  HIV  infection.  Projects  may  be 
oriented  specifically  towards  the  cutaneous  manifestations  of  HIV  infection. 
They  may  also  be  oriented  towards  utilizing  the  high  incidence  of  skin  disease 
in  the  HIV- infected  and  AIDS  populations  to  investigate  the  pathogenesis  of 
the  idiopathic  skin  disease.  Thus,  we  expect  to  obtain  new  information 
relevant  to  idiopathic  skin  diseases  as  well  as  a better  understanding  of  the 
coexistence  of  AIDS  and  skin  disease. 

Among  the  broad  spectrum  of  basic  research  projects  encouraged  are  studies  of 
disease  pathophysiology  and  genetics.  Clinical  studies  may  include  prevention 
of  morbidity  and  mortality  or  amelioration  of  cutaneous  complications. 
Epidemiologic  studies  may  focus  on  the  etiology,  risk  factors  for  disease 
development  and  severity,  natural  history  of  disease,  and  prognosis  for 
developing  disease.  This  includes  descriptive  studies  of  incidence, 
prevalence,  morbidity,  and  mortality. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
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to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.. 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl icat ion . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

Investigators  are  encouraged  to  work  with  existing,  or  proposed,  longitudinal 
data  collection  resources  and  cohorts  of  patients.  Populations  that  may  be 
included  are  those  at  increased  risk  for  HIV  infection,  as  well  as 
HIV-positive  cohorts  who  are  clearly  defined  by  their  source  of  exposure. 
Investigators  are  encouraged  to  work  with  existing  patient  cohorts,  such  as 
the  Multicenter  AIDS  Cohort  Study  (MACS),  The  HIV  Pulmonary  Complication 
Study,  and  the  AIDS  Clinical  Trials  Group. 

ELIGIBILITY 

Nonprofit  organizations  and  institutions,  governments  and  their  agencies, 
for-profit  organizations,  and  individuals  are  eligible  to  apply. 

DEADLINE 

Applications  will  be  accepted  in  accordance  with  receipt  dates  for 
unsolicitated  AIDS  R01  and  R29  applications:  January  2,  May  1,  and  September 
1 of  each  year.  AIDS  investigator- initiated  applications  received  on  these 
dates  by  the  Division  of  Research  Grants  will  be  subjected  to  expedited 
review.  Applicants  for  F32  awards  must  submit  applications  to  meet  the 
receipt  dates  listed  in  the  instructions  for  those  mechanisms. 

REVIEW  PROCEDURES  AND  CRITERIA 

All  applications,  except  F32s,  must  be  submitted  on  form  PHS  398,  rev.  10/88. 
Form  PHS  416-1  must  be  used  to  submit  F32  applications.  Application  kits  are 
available  at  the  business  or  grants  and  contracts  office  at  most  research  and 
academic  institutions.  Additional  application  kits  may  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  NIH,  Westwood 
Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  496-7441.  The  phrase, 
"Cutaneous  Manifestations  of  HIV  Infection  and  AIDS,  PA-91 -63"  must  be  typed 
at  item  2 of  the  first  page  of  the  application  form  398  or  item  3 of  the  form 
416-1.  The  original  and  24  copies  of  an  R01  or  R29  application  submitted  for 
expedited  review,  or  the  original  and  2 copies  of  a fellowship  application 
must  be  sent  to: 
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Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Applications  in  response  to  this  solicitation  will  be  reviewed  on  a nationwide 
basis  in  competition  with  other  research  grant  applications  in  accord  with  the 
expedited  NIH  peer  review  procedures  for  AIDS-related  research.  In  order  to 
expedite  the  review,  PHS  human  subject  certifications  and  animal  welfare 
verifications  must  be  submitted  with  the  applications.  Applications  will 
first  be  reviewed  for  technical  merit  by  initial  review  groups  and  then  by  the 
appropriate  national  advisory  council.  The  review  criteria  customarily 
employed  by  the  NIH  for  research  grant  applications  will  prevail. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to 
identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  In  such 
a case,  a letter  of  agreement  from  the  Program  Director  of  the  GCRC  must  be 
included  with  the  application  material. 

All  PHS  and  NIH  grant  policies  governing  research  project  grants  apply  to 
applications  received  in  response  to  this  program  announcement.  Applications 
will  be  referred  in  accordance  with  normal  procedures  of  the  NIH  Division  of 
Research  and  Grants. 

For  further  information  contact: 

Dr.  Alan  N.  Moshell 

Director,  Skin  Diseases  Program 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  405 
Bethesda,  MD  20892 
Telephone:  (301)  496-7326 

Reva  C . Lawrence , M.P.H. 

Epidemiology /Data  Systems  Program  Officer 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Building  31,  Room  4C13 
Bethesda,  MD  20892 
Telephone:  (301)  496-0434 

For  fiscal  and  administrative  matters,  contact: 

Diane  M.  Watson 

Grants  Management  Officer 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  407-A 
Bethesda,  MD  20892 
Telephone:  (301)  496-7495 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance 
No.  93.846,  Arthritis,  Musculoskeletal  and  Skin  Diseases  Research.  Awards 
will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title 
III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency 
review . 


THE  HEALTH  AND  EFFECTIVE  FUNCTIONING  OF  OLDER  RURAL  POPULATIONS 

PA:  PA-91-64 

P.T.  34,  44;  K.W.  0710010,  0417000,  0408006,  0414000,  0413001,  0730000 
National  Institute  on  Aging 
I.  BACKGROUND 

The  National  Institute  on  Aging  (NIA)  invites  research  and  research  training 
grant  applications  on  the  social,  economic,  psychological,  environmental,  and 
biomedical  factors  affecting  the  aging  processes  and  the  health  and  effective 
functioning  of  older  people  in  rural  areas.  Recent  governmental  and 
non-governmental  reports  highlight  the  special  health-care  and  other  services 
needs  of  rural  people  and  especially  those  who  are  old.  People  in  rural  areas 
are  more  likely  than  their  urban  counterparts  to  be  in  fair  or  poor  health,  to 
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suffer  from  chronic  or  serious  illness,  to  be  without  a regular  source  of 
health  care  and  health  insurance.  Moreover,  a higher  proportion  of  deaths 
occur  among  the  nonmetropolitan  than  the  metropolitan  population  over  65  years 
of  age.  The  U.S.  Congress  has  called  for  an  increased  research  effort  in 
order  to  improve  the  knowledge  base  necessary  for  the  promotion  of  health  and 
the  prevention  of  disease  among  rural  older  people  and  for  developing  and 
implementing  effective,  acceptable,  and  accessible  health  care  and  other 
services . 

II.  SPECIFIC  OBJECTIVES 

A research  agenda  is  needed  for  examining  the  life-long  experience,  the 
current  circumstances,  and  the  special  physical  and  social  nature  of  rural 
life  as  they  affect  the  health,  well-being,  and  functioning  of  nonmetropolitan 
older  people.  Although  many  research  topics  are  worthy  of  consideration,  NIA 
consultants  and  staff  have  identified  five  as  requiring  special  attention. 
Applications  proposing  activities  relevant  to  these  broad  topics  are 
especially  encouraged.  (To  obtain  more  detailed  information  about  these 
topics  from  NIA  Staff,  see  Section  VII.) 

A)  The  changing  social,  economic,  demographic,  and  epidemiologic 
characteristics  of  the  older  rural  population 

In  1980,  25.5  million  Americans  were  65  or  older,  and  25  percent  of  these 
lived  in  rural  areas.  While  older  people  comprised  about  11  percent  of  both 
the  urban  and  rural  populations,  several  aspects  of  the  older  rural  population 
reflect  its  diversity  and  distinguish  it  from  its  urban  counterparts.  These 
sources  of  diversity  and  distinctiveness  need  to  be  considered  in  regard  to 
their  possible  effects  on  aging  and  the  health  and  effective  functioning  of 
older  rural  residents. 

B)  The  occupational  and  physiochemical  environment 

The  exposure  of  older  rural  residents  to  particular  physiochemical  and 
occupational  environments  reflects  the  wide  diversity  of  aging  processes  and 
health  in  rural  areas  and  also  distinguishes  them  from  the  experiences  of 
older  urban  residents.  This  exposure  raises  the  general  question  of  whether 
or  not  the  effects  are  cumulative  and  whether  or  not  it  interacts  with  aging 
processes  (e.g.,  accelerates  aging). 

C)  The  aging  population  of  rural  communities 

Attention  needs  to  be  paid  not  only  to  the  health  and  well-being  of  older 
people,  but  also  to  the  entire  infrastructure  of  the  communities  in  which 
older  people  live.  A thorough  investigation  of  the  health  and  socioeconomic 
circumstances  of  older  rural  residents  implies  a need  to  study  older 
individuals  in  the  context  of  their  social  environment.  Currently,  many  rural 
communities  are  undergoing  massive  changes.  Some  of  these  changes  are  brought 
on  by  the  significant  increases  in  the  proportion  of  the  population  that  is 
old- -the  "aging"  of  the  rural  population  is  exacerbated  by  either  the 
emigration  of  younger  people  or  the  immigration  of  older  people.  As  rural 
communities  change,  complex  interactions- -among  older  people,  their  families, 
other  individuals  in  the  community,  and  various  community  organizations, 
institutions,  and  agencies- - influence  the  health  and  psychological,  social, 
and  financial  well-being  of  older  rural  people.  As  people  grow  older  and  live 
longer,  changes  may  occur  in  their  relationships  with  their  families,  their 
churches,  and  their  membership  in  informal  social  groups. 

D)  The  availability,  utilization,  and  quality  of  health-care  and  other 
services 

Research  is  needed  on  the  origins  and  consequences  for  older  rural  residents 
of  the  relative  unavailability  of  health-care  (including  disease-preventive 
services,  e.g.,  for  hypertension,  smoking,  and  injuries)  and  social  services 
in  rural  communities. 

E)  Aging  rural  people  as  resources 

Aspects  of  rural  physical  and  social  environments  that  may  promote  health  and 
effective  functioning  as  people  grow  older  deserve  attention.  Despite  the 
popular  stereotype  that  "old  age  means  dependency,"  the  overwhelming  majority 
of  older  people  are  never  institutionalized  and  lead  productive  and 
independent  lives.  Unfortunately,  the  substantial  societal  resource  that  the 
growing  numbers  of  older  people  represent  is  usually  overlooked.  Research  on 
aging  rural  people  may  be  the  place  to  begin  the  process  of  recognizing  older 
people  as  a resource. 
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III.  DEFINITION  OF  RURAL 


This  program  announcement  follows  the  Bureau  of  the  Census'  definitions  of 
"rural  vs.  urban,"  "metropolitan  vs.  nonmetropolitan,"  and  "farm  vs.  nonfarm." 
It  recognizes  that  "rural"  or  "nonmetropolitan"  is  not  synonymous  with 
"agriculture"  and/or  that  appropriate  research  populations  include  people 
living  in  small  towns  engaged  in  nonagricultural  occupations. 

IV.  MECHANISMS  OF  SUPPORT  AND  REVIEW  CRITERIA 

Research  project  grant  (R01)  and  First  Independent  Research  Support  and 
Transition  (FIRST)  Award  (R29)  applications,  fellowships  (F32,  F33),  research 
career  development  awards  (K09)  accepted  in  response  to  this  program 
announcement  will  be  assigned  to  NIH/ADAMHA  Institutes  and  an  Initial  Review 
Group  in  accordance  with  standard  Referral  Guidelines.  Applications  will  be 
reviewed  for  scientific  and  technical  merit  by  an  appropriate  initial  review 
group.  Secondary  review  will  be  by  the  appropriate  National  Advisory  Council. 
Applications  will  compete  on  the  basis  of  scientific  merit  with  all  other 
applications . 

V.  ELIGIBILITY 

Applications  may  be  submitted  by  public  or  private,  non-profit  or  for-profit, 
organizations  such  as  universities,  colleges,  hospitals,  research  institutes 
and  organizations,  units  of  State  and  local  governments,  and  eligible  agencies 
of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to 
apply . 

VI.  INCLUSION  OF  WOMEN  AND  MINORITIES 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  will  be  required  to  include  minorities  and  women  in  study  populations 
so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the 
disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed 
on  the  need  for  inclusion  of  minorities  and  women  in  studies  of  diseases, 
disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is 
intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities 
are  excluded  or  inadequately  represented  in  clinical  research,  particularly  in 
proposed  population-based  studies,  a clear  compelling  rationale  should  be 
provided . 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of 
the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 

Applicants/offerors  are  urged  to  assess  carefully  the  feasibility  of  including 
the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic 
minority  populations  (i.e..  Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale 
or  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
review  will  be  deferred  until  the  information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
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minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl ication . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

VII.  METHOD  OF  APPLYING 

For  further  information,  contact  NIA  staff  in  advance  of  submission. 

Basic  Aging  Program 
H . Warner 

Telephone:  (301)  496-6402 

Behavioral  and  Social  Research  Program 

D D A V\  p "]  p q 

Telephone:  (301)  496-3136 

Geriatrics  Program 

S . Slater 

Telephone:  (301)  496-6761 

Neuroscience  and  Neuropsychology  of  Aging  Program 

T.  S.  Radebaugh 

Telephone:  (301)  496-9350 

Address  financial  management  questions  to: 

J.  Ellis 

Grants  and  Contracts  Management  Office 
National  Institute  on  Aging 
Building  31 , Room  5C07 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

For  information  about  the  coordinated  program  of  the  National  Center  on 
Nursing  Research  (NCNR),  see  "Rural  Health  Care  Research:  Impacting 
Vulnerable  Populations,"  NIH  Guide  to  Grants  and  Contracts,  Vol . 20,  No.  6, 
February  8,  1991,  and/or  contact  Dr.  P.  Moritz,  NCNR,  telephone  (301) 

496-0523. 

Applicants  must  use  the  grant  application  form  PHS  398  (rev.  10/88)  and 
fellowship  application  forms  PHS  416-1  (rev.  7/88),  which  are  available  at 
the  applicant's  institutional  Application  Control  Office  and  from: 

Office  of  Grants  Inquiries 
Division  of  Research  Grants 
National  Institute  of  Health 
Westwood  Building,  Room  449 
Bethesda,  MD  20892 
Telephone:  (301)  496-7441 

Check  the  box  on  the  application  face  sheet  indicating  that  the  application  is 
in  response  to  this  announcement  and  print  on  line  2 "HEF  of  Older  Rural 
Populations,  PA-91 -64."  The  standard  receipt  dates  for  applications  by  the 
Division  of  Research  Grants  apply  (for  R01,  R29,  P01,  and  K04:  February  1, 
June  1,  and  October  1;  for  T32,  F32,  and  F33 : January  10,  May  10,  and 
September  10  of  each  year).  Mail  the  complete  original  application  and  the 
appropriate  number  of  copies  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892* ** 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.866.  Agency  Research  Awards  will  be  made  under  the  authority  of  the  Public 
Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42 
USC  241  and  41  USC  289)  and  be  subject  to  PHS  Grants  Policies  and  Federal 
Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to 
Health  Systems  Agency  review  or  Executive  Order  12372. 


* U.S.  G.P.0. : 281 -826 : 20047 
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NOTICES 


ANIMAL  WELFARE  EDUCATION  PROGRAM 

P.T.  42;  K.W.  1014003,  0201011 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH),  Office  for  Protection  from  Research 
Risks  (OPRR),  Division  of  Animal  Welfare  is  cosponsoring  with  the  University 
of  Washington  in  Seattle,  Washington,  an  animal  welfare  education  program 
entitled,  "Resolving  the  Ethical  Dilemmas  in  Animal  Use  Protocol  Review : How 
to  Increase  Humaneness  Without  Weakening  the  Science."  The  one  and  a half  day 
workshop  will  be  held  on  September  12-13,  1991  at  the  Holiday  Inn  Crown  Plaza, 
Sixth  and  Seneca  at  Freeway  Park,  1113  6th  Avenue,  Seattle,  WA . 

The  tool  used  by  philosophers  to  solve  ethical  problems  known  as  casuistry 
will  be  introduced  and  applied  to  protocol  reviews  involving  transgenic 
animals , withholding  treatment  from  controls , and  the  use  of  death  as  an 
endpoint  in  studies . The  workshop  will  explore  contemporary  issues  and  how 
protocol  reviews  can  address  humane  considerations  without  weakening  the 
science . The  agenda  will  also  include  presentations  from  the  Public  Health 
Service  and  United  States  Department  of  Agriculture  representatives  on  the 
policies  and  regulations  related  to  the  humane  care  and  use  of  laboratory 
animals . 

The  workshop  is  open  to  institutional  administrators , Institutional  Animal 
Care  and  Use  Committee  ( IACUC)  members , laboratory  animal  veterinarians , 
scientific  investigators , and  other  institutional  staff  sharing  responsibil ity 
for  the  management  of  a sound  institutional  animal  care  and  use  program. 

For  further  information , please  contact : 

University  of  Washington  Continuing  Medical  Education 
Telephone : (206)  543-1050  or 

(800)  869-2633 
FAX:  (206)  543-3195 

For  information  concerning  future  NIH,  OPRR  Animal  Education  Workshops,  please 
contact : 

Mrs . Roberta  Sonneborn 
Telephone:  (301)  496-7163 

FAX:  (301)  402-0527 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


NATIONAL  RESEARCH  SERVICE  AWARD  - INSTITUTIONAL  TRAINING  APPLICATIONS 

RFA  AVAILABLE:  DE-91-05 

P.T.  44;  K.W.  0715148,  0404000,  0785040,  0715008 

National  Institute  of  Dental  Research 

Letter  of  Intent  Receipt  Date:  October  21,  1991 
Application  Receipt  Date:  November  20,  1991 

PURPOSE 

The  National  Institute  of  Dental  Research  (NIDR)  invites  appl icat ions  from 
domestic , private  or  public,  nonprofit  institutions  proposing  institutional 
training  programs  in  basic  and  clinical  sciences  pertaining  to:  (1)  oral  soft 
tissue  diseases , including  oral  cancer,  oral  manifestations  of  AIDS , and  oral 
herpes  simplex  virus  (HSV)  infection;  and  (2)  behavioral  science  research  in 
dentistry . Applications  pertaining  to  other  areas  of  oral  health  research  are 
also  acceptable.  Proposed  training  must  be  relevant  to  the  goals  of  the  NIDR, 
as  described  in  the  NIDR  Long-Range  Research  Plan  for  the  Nineties , 

"Broadening  the  Scope" . 

The  primary  objective  of  these  training  programs  is  to  develop  highly 
qualified,  clinical  investigators  by  supporting  postdoctoral  training  of 
individuals  with  DDS,  DMD,  or  equivalent  clinical  degrees,  who  are  committed 
to  a career  in  oral  health  research . Applications  may  include  pre-  and 
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postdoctoral  training  for  basic  scientists  and  or  short-term  training  for 
dental  students  in  the  proposed  programs. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  Request  for  Applications  CRFA)  is 
related  to  the  priority  area  of  oral  health.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

The  NIDR  expects  to  make  five  new  and/or  renewal  institutional  training  awards 
in  response  to  this  RFA . Institutional  awards  are  made  for  five  years  and  are 
renewable.  Only  one  training  award  will  be  made  to  an  institution  unless  the 
training  programs  are  in  distinctly  different  areas  of  oral  health  research. 

This  RFA  is  for  a single  competition  with  a receipt  date  of  November  20,  1991. 

LEVELS  OF  TRAINING 


Applications  will  be  accepted  to  provide  training  at  one  or  more  of  the 
following  levels,  given  in  priority  order:  (1)  dentists  pursuing  a Ph.D.  or 
equivalent  degree  in  basic  science;  (2)  dentists  pursuing  postdoctoral 
research  training;  (3)  baccalaureate  degree  holders  pursuing  a Ph.D.  or 
equivalent  degree;  (4)  Ph.D.  degree  holders  pursuing  postdoctoral  research 
training;  (5)  pre-dental  degree  students  pursuing  a short-term  research 
experience,  usually  during,  but  not  limited  to,  the  summer  months.  Attention 
must  be  given  to  recruiting  women  and  individuals  from  minority  groups  that 
are  underrepresented,  nationally,  in  these  sciences. 


REVIEW  PROCEDURES 


Applications  will  be  processed  as 


follows : 


Appl icat ion 
Receipt  Date 


Initial  Review  Council 

Group  Meeting  Meeting 


November  20 
1991 


Feb/March 

1992 


May/June 

1992 


Earl iest 
Award  Date 

July 

1992 


Applications  will  be  evaluated  for  scientific  and  technical  merit  by  the  NIDR 
Special  Grants  Review  Committee.  Site  visits  may  be  involved.  Secondary 
review  will  be  by  the  National  Advisory  Dental  Research  Council.  Funding 
decisions  will  be  made  based  on  their  recommendations,  the  need  for  research 
personnel  in  specified  program  areas,  and  the  availability  of  funds. 


SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a special  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 


APPLICATION  PROCEDURES 

It  is  recommended  that  prospective  applicants  contact  program  staff  early  in 
the  planning  phase  of  application  preparation  and  submit  a letter  of  intent  by 
October  21,  1991.  A letter  of  intent  is  not  binding  nor  is  it  a prerequisite 
for  acceptance  of  an  application.  Applications  must  be  prepared  on  grant 
application  form  PHS  398  (rev.  10/88). 

Inquiries,  requests  for  copies  of  the  full  RFA,  and  letters  of  intent  should 
be  directed  to: 


Thomas  M.  Valega,  Ph.D. 

Special  Assistant  for  Manpower  Development  and  Training 
Extramural  Program 

National  Institute  of  Dental  Research 
Westwood  Building,  Room  510 
Bethesda,  MD  20892 
Telephone:  (301)  496-6324 
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For  f iscal  and  administrative  matters , contact : 

Theresa  Ringler 

Grants  Management  Officer 

National  Institute  of  Dental  Research 

Westwood  Building,  Room  518 

Bethesda , MD  20892 

Telephone:  (301)  496-7937 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.122.  National  Research  Service  Awards  are  made  under  authorization  of  the 
Public  Health  Service  Act  as  amended  (42  USC  288).  Title  42  of  the  Code  of 
Federal  Regulations,  Part  66,  is  applicable  to  this  program. 


DIABETES  AND  ENDOCRINOLOGY  RESEARCH  CENTERS 

RFA  AVAILABLE:  DK-91-11 

P.T.  04;  K.W.  0715075,  0785050,  0710030 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  January  10,  1992 
Appl icat ion  Receipt  Date : February  1 1 , 1 992 

PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
invites  appl icat ions  for  Diabetes  and  Endocrinology  Research  Center  grants . 

The  Public  Health  Service  ( PHS ) is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
act ivity  for  setting  priority  areas . This  Request  for  Applications  (RFA) , 

D iabetes  and  Endocrinology  Research  Centers , is  related  to  the  priority  area 
of  diabetes  mell itus . Potential  appl icants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People 
2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents , Government  Printing  Office , Washington , D.C.  20402-9325 
(telephone  202-783-3238). 

RESEARCH  OBJECTIVES 

The  objective  of  the  Diabetes  and  Endocrinology  Research  Centers  (DERCs)  is  to 
bring  together  invest igators  from  relevant  discipl ines  in  a manner  that  will 
enhance  and  extend  the  effect iveness  of  research  related  to  diabetes  and  its 
compl icat ions . A diabetes  center  must  be  an  identifiable  unit  within  a single 
university  medical  center  or  a consortium  of  cooperating  institutions , 
including  an  affiliated  university.  The  overall  goal  of  the  DERC  is  to  bring 
together , on  a cooperat ive  basis , cl inical  and  basic  science  investigators  in 
a manner  that  will  enrich  the  effectiveness  of  diabetes  research . An  existing 
program  of  excellence  in  biomedical  research  in  the  area  of  diabetes  and 
related  metabol ic  and  endocrine  disorders  is  required . This  research  must  be 
in  the  form  of  NIH- funded  research  projects , program  projects , or  other 
peer-reviewed  research  that  is  in  existence  at  the  time  of  submission  of  a 
center  appl icat ion . Close  cooperation,  communication,  and  collaboration  among 
all  involved  personnel  of  all  professional  disciplines  are  ultimate 
objectives . Appl icants  should  consult  with  NIDDK  staff  concerning  plans  for 
the  development  of  the  center. 

The  DERCs  are  based  on  the  core  concept . Cores  are  defined  as  shared 
resources  that  enhance  productivity  or  in  other  ways  benefit  a group  of 
invest igators  working  in  diabetes  or  diabetes -related  areas  to  accomplish  the 
stated  goals  of  the  center . Two  other  types  of  activities  may  also  be 
supported  with  center  funding- -a  pilot  and  f easibil ity  program  and  an 
enrichment  program . The  pilot  and  feasibility  program  provides  modest  support 
for  new  initiatives  or  f eas ibil ity  research  studies . This  program  is  directed 
at  new  investigators  or  establ ished  invest igators  in  other  research 
disciplines  where  their  expertise  may  be  appl ied  to  diabetes  research . The 
center  grant  may  also  include  1 imited  funds  for  program  enrichment  such  as 
seminars , visiting  scientists , consultants , and  workshops . 

Appl icants  from  institutions  that  have  a General  Cl inical  Research  Center 
( GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to 
identify  the  GCRC  as  a resource  for  conducting  the  proposed  research . In  such 
a case , a letter  of  agreement  from  either  the  GCRC  program  director  or 
Principal  Investigator  must  be  included  with  the  appl icat ion . 
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SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

NIDDK  expects  to  award  up  to  three  DERC  grants  in  Fiscal  Year  1993  on  a 
competitive  basis.  The  receipt  of  three  competing  continuation  applications 
is  anticipated  that  will  be  in  competition  together  with  other  applications 
received  in  response  to  this  announcement.  Foreign  institutions  are  not 
eligible  to  apply.  Awards  will  be  for  five  years,  contingent  upon  the 
availability  of  appropriated  funds.  Requests  for  support  must  be  limited  to 
no  more  than  $750,000  in  direct  costs  per  year.  Any  application  exceeding 
this  amount  will  be  returned  to  the  applicant. 

REVIEW  PROCEDURES 

Applications  for  a DERC  grant  will  be  evaluated  by  the  NIH  grant  peer  review 
process.  Applications  will  be  reviewed  initially  by  an  ad  hoc  review  group 
convened  by  the  NIDDK  and  subsequently  by  the  National  Diabetes  and  Digestive 
and  Kidney  Diseases  Advisory  Council. 

METHOD  OF  APPLYING 

Applicants  should  request  a copy  of  "Guidelines  for  Diabetes  Endocrinology 
Research  Centers  (DERCs)".  These  guidelines  contain  important  additional 
information  on  the  format,  content,  and  review  of  applications  and  review 
criteria . 

Letter  of  Intent: 

Potential  applicants  are  strongly  encouraged  to  submit  a letter  of  intent  by 
January  10,  1992.  The  letter  of  intent  may  only  include  names  of  the 
Principal  Investigator/program  director  and  principal  collaborators, 
descriptive  title  of  the  potential  application,  and  identification  of  the 
organization(s)  involved.  The  letter  of  intent  is  to  be  sent  to  the  Chief, 
Review  Branch,  NIDDK  at  the  address  noted  below. 

Format  for  Application: 

Applications  must  be  submitted  on  the  form  PHS  398  (rev.  10/88)  available  at 
most  institutional  business  offices  and  from  the  Division  of  Research  Grants, 
NIH,  (301)  996-7991.  On  item  2 of  the  face  page  of  the  application, 
applicants  must  enter:  Diabetes  Centers,  RFA  number  DK-91-11.  The  RFA  label 
available  in  the  current  revision  of  application  form  PHS  398  must  be  affixed 
to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could  result  in 
delayed  processing  of  the  application  to  the  extent  that  it  may  not  reach  the 
review  committee  in  time  for  review. 

Application  Procedures: 

Applications  must  be  received  by  February  11,  1992.  The  original  and  four 
copies  of  the  application  must  be  sent  or  delivered  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  290 
Bethesda , MD  20892** 

Two  additional  copies  of  the  application  under  separate  cover  must  be  sent  to: 
Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  906 
Bethesda,  MD  20892 
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INQUIRIES 


Inquiries , requests  for  guidel ines , and  requests  for  the  full  RFA  should  be 
directed  to: 

Dr.  Sanford  A.  Garfield 
Diabetes  Centers  Program  Director 

Division  of  Diabetes,  Endocrinology,  and  Metabolic  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  626 
Bethesda,  MD  20892 
Telephone:  (301)  996-7918 

For  fiscal  and  administrative  matters , contact : 

Linda  Stecklin 

Supervisory  Grants  Management  Specialist 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  639 
Bethesda,  MD  20892 
Telephone:  (301)  996-7967 


DIABETES  RESEARCH  AND  TRAINING  CENTERS 

RFA  AVAILABLE:  DK-91-12 

P.T.  09,  99;  K.W.  0715075,  0710030,  0785035,  0903009 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date : November  22 , 1991 
Application  Receipt  Date:  December  20,  1991 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
invites  appl icat ions  for  Center  grants . NIDDK  anticipates  the  competitive 
award ing  of  at  least  five  Diabetes  Research  and  Training  Center  (DRTC)  grants 
in  Fiscal  Year  1993. 

The  Public  Health  Service  ( PHS ) is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000 , " a PHS-led  national 
activity  for  setting  priority  areas . This  Request  for  Appl icat ions  ( RFA) , 
Diabetes  Research  and  Training  Centers , is  related  to  the  priority  area  of 
diabetes  mell itus . Potential  appl icants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00979-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00973-1)  through  the  Superintendent  of 
Documents , Government  Print ing  Office , Washington , D.C.  20902-9325  ( telephone 
202-783-3238) . 

RESEARCH  OBJECTIVES 

The  objective  of  the  DRTC  is  to  bring  together  invest igators  from  relevant 
disc ipl ines  in  a manner  that  will  enhance  and  extend  the  effectiveness  of 
research  and  training  being  conducted  in  the  field  of  diabetes  and  its 
complications . It  should  be  stressed  that  a DRTC , although  containing  all  of 
the  elements  present  in  a D iabetes  Endocrinology  Research  Center  ( DERC , see 
RFA  DK-91 -11),  contains  substantial  addit ional  components  described  here . 
Diabetes  Centers  must  be  an  identifiable  unit  within  a single  university 
medical  center  or  a consortium  of  cooperating  institutions , including  an 
affiliated  university . The  overall  goal  of  the  DRTC  is  to  bring  together,  on 
a cooperat ive  basis , clinical  and  basic  sc ience  invest igators  and  those 
involved  in  diabetes  training  and  information  transfer  in  a manner  that  will 
enrich  the  effectiveness  of  diabetes  research , training , and  information 
transfer . When  fully  developed , the  DRTCs  are  expected  to  encompass  the 
following : (1)  facilitating  and  strengthening  basic  and  cl inical  research 
related  to  diabetes  and  its  complications;  ( 2 ) training  health  professionals 
about  diabetes  and  its  management ; (3)  developing  a model  demons t rat  ion 
facility  to  contribute  to  the  above  endeavors ; and  (9)  transferring  advances 
in  the  field  of  diabetes  into  improved  care  for  people  with  diabetes  through 
activities  that  identify  and  then  overcome  barriers  to  the  appl icat ion  of  new 
science  to  diabetes  management  and  treatment . All  of  these  areas  need  not  be 
developed  to  the  same  degree . However,  a strong  base  of  biomedical  research 
is  the  most  important  function  of  a center . Accordingly,  a program  of 
excellence  in  biomedical  research  in  the  area  of  diabetes  and  related 
metabolic  and  endocrine  disorders  in  the  form  of  NIH- funded  research  projects , 
program  projects , or  other  peer-reviewed  research  must  be  in  existence  at  the 
time  of  submission  of  a Center  appl icat ion . Close  cooperation , communication , 
and  collaboration  among  all  involved  personnel  of  all  professional  disciplines 
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are  ultimate  objectives.  Applicants  should  request  a copy  of  the  DRTC 
guidelines  and  consult  with  NIDDK  staff  concerning  plans  for  the  development 
of  the  Center. 

The  DRTCs  are  based  on  the  core  concept.  Cores  are  defined  as  shared 
resources  that  enhance  productivity  or  in  other  ways  benefit  a group  of 
investigators  working  in  diabetes  or  diabetes-related  areas  to  accomplish  the 
stated  goals  of  the  Center.  Two  other  types  of  activities  may  also  be 
supported  with  center  funding  - a pilot  and  feasibility  program  and  an 
enrichment  program. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to 
identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  In  such 
a case,  a letter  of  agreement  from  either  the  GCRC  program  director  or 
Principal  Investigator  must  be  included  with  the  application. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

ELIGIBILITY 

Foreign  institutions  are  not  eligible  to  apply. 

MECHANISM  OF  SUPPORT 

NIDDK  expects  to  award  up  to  five  DRTC  grants  in  Fiscal  Year  1993  on  a 
competitive  basis.  The  receipt  of  five  competitive  continuation  applications 
is  anticipated,  and  these  will  be  in  competition  together  with  other 
applications  received  in  response  to  this  announcement.  Awards  will  be  for 
five  years  contingent  upon  the  availability  of  appropriated  funds.  Requests 
for  support  must  not  exceed  $1,250,000  per  year  in  direct  costs.  Any 
application  exceeding  this  amount  will  be  returned  to  the  applicant. 

REVIEW  PROCEDURES 

Applications  for  a DRTC  grant  will  be  evaluated  by  the  NIH  grant  peer  review 
process.  Applications  will  be  reviewed  initially  by  an  ad  hoc  review  group 
convened  by  the  NIDDK  and  subsequently  by  the  National  Diabetes  and  Digestive 
and  Kidney  Diseases  Advisory  Council. 

METHOD  OF  APPLYING 

Applicants  should  request  a copy  of  "Guidelines  for  Diabetes  Research  and 
Training  Centers  (DRTCs)."  These  guidelines  contain  important  additional 
information  on  the  format,  content,  and  review  of  applications  and  review 
criteria . 

Letter  of  Intent: 

Potential  applicants  are  strongly  encouraged  to  submit  a letter  of  intent  by 
November  22,  1991.  The  letter  of  intent  may  only  include  names  of  the 
Principal  Investigator/program  director  and  principal  collaborators, 
descriptive  title  of  the  potential  application,  and  identification  of  the 
organizat ion( s ) involved.  The  letter  of  intent  is  to  be  sent  to  the  Chief, 
Review  Branch,  NIDDK  at  the  address  noted  below. 

Format  for  Application: 

Applications  must  be  submitted  on  the  form  PHS  398  (rev.  10/88)  available  at 
most  institutional  business  offices  and  from  the  Division  of  Research  Grants, 
NIH,  (301)  496-7991.  On  item  2 of  the  face  page  of  the  application, 
applicants  must  enter:  Diabetes  Centers,  RFA  number  DK-91-12.  The  RFA  label 
available  in  the  current  revision  of  application  form  PHS  398  must  be  affixed 
to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could  result  in 
delayed  processing  of  the  application  to  the  extent  that  it  may  not  reach  the 
review  committee  in  time  for  review. 
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Application  Procedures: 


Applications  must  be  received  by  December  20,  1991.  The  original  and  four 
copies  of  the  application  must  be  sent  or  delivered  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda , MD  20892** 

Two  additional  copies  of  the  application  under  separate  cover  must  be  sent  to: 
Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  406 
Bethesda,  MD  20892 

INQUIRIES 

Inquiries,  requests  for  guidelines,  and  requests  for  the  full  RFA  should  be 
directed  to: 

Dr.  Sanford  A.  Garfield 
Diabetes  Center  Program  Director 

Division  of  Diabetes,  Endocrinology,  and  Metabolic  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  626 
Bethesda,  MD  20892 
Telephone:  (301)  496-7418 

For  fiscal  and  administrat ive  matters , contact : 

Linda  Stecklin 

Supervisory  Grants  Management  Specialist 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  639 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 


ONGOING  PROGRAM  ANNOUNCEMENTS 


MOLECULAR  BIOLOGY  OF  SKELETAL  MUSCLE  AND  ITS  DISEASES 

PA:  PA-91-65 

P.T.  34;  K.W.  0705050,  1002004,  0760070,  1002058,  1003018,  0775000,  745030 
National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
INTRODUCTION 

The  Muscle  Biology  Program  of  the  National  Institute  of  Arthritis  and 
Musculoskeletal  and  Skin  Diseases  (NIAMS)  supports  research  on  skeletal 
muscle,  its  diseases  and  disorders.  This  includes  studies  on  normal  muscle 
structure,  function,  development,  and  homeostasis.  NIAMS,  through  this 
program  announcement,  encourages  submission  of  grant  applications  in  the 
specific  area  of  molecular  events  responsible  for  muscle  specialization  during 
development,  regeneration,  and  reconstruction,  including  changes  induced  by 
patterns  of  muscle  activity. 

BACKGROUND 

Skeletal  muscle  is  a major  tissue  of  the  human  body,  responsible  for  40 
percent  of  total  body  weight  in  normal  adults.  Its  primary  function  is 
generating  and  controlling  body  motion  and  maintaining  body  posture. 

Extensive  observation  and  research,  motivated  by  this  major  role,  have 
enhanced  our  understanding  of  many  aspects  of  muscle  action.  Skeletal  muscle 
has  many  unique  properties  as  a tissue,  with  enzymatic,  mechanical,  and 
thermal  properties  that  are  easy  to  control  and  measure.  These  properties  can 
be  changed;  muscle  responds  rapidly  to  patterns  of  use  or  disuse  by  modifying 
the  total  contractile  protein  content  and  by  shifting  relative  concentrations 
of  various  alternative  forms. 

Skeletal  muscle  precursor  cells  are  establ ished  early  in  development  via 
processes  involving  one  or  more  myogenic  determination  factors  (the  mydl  gene 
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product,  MyoD , myogenin,  myf5,  and  mrf4).  The  mechanisms  by  which  these 
factors  are  initially  induced  and  by  which  they  cause  pluripotential 
mesodermal  cells  to  enter  the  myogenic  cell  lineage  are  not  understood.  Early 
myoblasts  are  apparently  interchangeable,  in  that  factors  responsible  for 
specialization  are  acquired  during  development  from  external  cues  such  as 
location  and  activity. 

Studies  of  muscle  gene  regulation  have  concentrated  upon  identifying 
muscle-specific  control  elements  and  the  myogenic  transcription  factors  with 
which  they  interact.  DNA  sequence  motifs  that  are  common  to  many  muscle  genes 
are  known  to  affect  muscle  gene  expression,  but  knowledge  of  gene-specific  and 
modulatory  control  elements  is  lacking.  Transcription  mediated  via  the  common 
control  elements  appears  to  involve  interactions  with  protein  complexes 
composed  of  both  myogenic  and  ubiquitous  nuclear  factors.  In  myoblasts,  the 
activity  of  these  complexes  is  controlled  by  environmental  factors  such  as 
mitogens,  but  neither  the  mechanism  of  this  process  nor  how  the  expression  of 
specific  muscle  genes  is  modulated  in  differentiated  muscle  cells  is 
understood . 

There  has  been  considerable  success  recently  in  sequencing  the  coding  regions 
for  muscle  proteins,  including  the  characterization  of  many  genes  that  can  be 
transcribed  in  various  ways  (alternative  splicing)  to  produce  considerable 
isoform  diversity  for  each  protein.  In  many  cases,  such  as  the  contractile 
proteins,  several  isoforms  are  present  within  single  muscle  fibrils. 
Considerable  efforts  are  being  made  to  identify  and  characterize  factors  that 
promote  or  inhibit  expression  of  various  isoforms  and  the  ways  these  factors 
interact  with  genetic  material.  Changes  in  rates  of  expression  and 
alterations  in  splicing  have  major  impact  on  the  reconstruction  of  muscle  that 
occurs  in  response  to  patterns  of  activity. 

Other  major  contractile,  regulatory,  and  structural  proteins  have  been 
isolated  and  characterized.  Molecular  genetic  techniques  allow  for  altering 
sequences  and  hence  provide  a way  to  explore  the  functional  contributions  of 
different  parts  of  proteins.  Such  techniques  are  already  being  used  to 
explore  the  protein  chemistry  of  calcium  binding  and  transport  in  troponin-C 
and  the  membrane  calcium  ATPase  transport  protein. 

RESEARCH  GOALS  AND  SCOPE 

The  purpose  of  this  program  announcement  is  to  encourage  the  submission  of 
high-quality  applications  that  further  increase  our  knowledge  of  the  molecular 
biology  of  skeletal  muscle  and  its  diseases.  This  includes,  but  is  not 
restricted  to,  the  following  specific  areas: 

o Studies  characterizing  genes  of  muscle  proteins,  substances,  and 
membranes.  Examples  are  the  proteins  of  force  production  and 
regulation,  including  actin,  myosin,  tropomyosin,  troponin;  calcium 
binding  proteins,  such  as  calmodulin;  ion  channel  proteins; 
cytoskeletal  proteins,  such  as  spectrin,  actinin,  dystrophin; 
surface  receptors,  and  substances  of  the  basal  lamina  and 
extracellular  matrix. 

o Mechanistic  molecular  genetic  studies  of  muscle  protein  functions. 

o Studies  on  nuclear  factors  that  promote  or  inhibit  gene  expression 
and  transcription  in  muscle  during  development,  regeneration,  and 
response  to  altered  levels  of  muscle  activity  ( e . g . , isoform 
switching) . 

o Studies  to  determine  mechanisms  whereby  external  factors,  such  as 
growth  hormones  or  signal  transduction,  influence  transcriptional 
regulation  and  the  expression  of  alternate  isoforms. 

o Studies  on  the  genetic  basis  of  inherited  diseases  of  skeletal 
muscle,  its  membranes,  and  its  constituent  proteins. 

o Studies  of  possible  therapies  and  clinical  interventions  that  are 
based  on  modifying  genetic  expression  in  muscle.  Such  studies 
should  be  focused  on  understanding  mechanisms  by  which  such 
interventions  alter  cellular  function . 

Investigators  are  encouraged  to  use  the  full  range  of  current  disciplines  and 
techniques,  including  biochemistry,  biophysics,  molecular  genetics, 
recombinant  techniques,  and  cell  biology. 
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MECHANISM  OF  SUPPORT 


Applicants  may  apply  for  research  project  grants  (R01 ) , program  project  awards 
(P01),  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  awards, 
and  fellowships  and  research  career  development  awards. 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  in  response  to  this  announcement  will  be  reviewed  and  assigned  in 
accordance  with  the  usual  Public  Health  Service  peer  review  procedures. 

Review  criteria  include  significance  and  originality  of  the  research  goals  and 
approaches;  feasibility  of  the  research  and  adequacy  of  the  experimental 
design;  training,  research  competence,  and  dedication  of  the  invest igatorC s ) ; 
adequacy  of  available  facilities;  and  provision  for  the  humane  care  of 
animals.  Funding  decisions  will  be  based  on  initial  review  group  and  National 
Advisory  Council  recommendations. 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88)  or  the 
training/ fellowship  appl ication  form,  available  in  the  business  or  grants 
office  at  most  academic  or  research  institutions,  and  from  the  Division  of 
Research  Grants,  National  Institutes  of  Health,  telephone  (301)  496-7491. 
Applications  will  be  accepted  in  accordance  with  the  submission  dates  for 
research  applications  on  a continuing  basis : February  1 , June  1 , October  1 . 
Fellowship  receipt  dates  are  January  10,  May  10,  September  10. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease , disorder  or  condition  under  study ; special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases , disorders  and  condit ions  which  disproportionately  affect 
them . This  pol icy  is  intended  to  apply  to  males  and  females  of  all  ages . If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research , particularly  in  proposed  population -based  studies , a clear 
compelling  rationale  should  be  provided . 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  rac ial /ethnic  group . In  addition , gender  and  racial /ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientif ic  objectives  of  the  study . This  information 
should  be  included  in  the  form  PHS  398  in  Section  2 , A~D  of  the  Research  Plan 
AND  summarized  in  Sect  ion  2 , E , Human  Subjects . Appl ic ant s/offerors  are  urged 
to  assess  carefully  the  feasibil ity  of  including  the  broadest  possible 
representation  of  minority  groups . However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  rac ial /ethnic  minority  populations  ( i . e . , 
Native  Americans  ( including  American  Indians  or  Alaskan  Natives ) , 

Asian/Pacif ic  Islanders , Blacks , Hispanics ) . 

The  rationale  fpr  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  cl inical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology , epidemiology , prevention  ( and  preventive 
strategies ) , diagnosis , or  treatment  of  diseases , disorders  or  conditions , 
including  but  not  1 imited  to  clinical  trials . 

The  usual  NIH  pol icies  concerning  research  on  human  subjects  also  apply . 

Basic  research  or  cl inical  studies  in  which  human  tissues  cannot  be  ident if ied 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  rac ial /ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  appl icants . 

For  foreign  awards , the  pol icy  on  inclusion  of  women  appl ies  fully ; since  the 
def init ion  of  minority  differs  in  other  countries , the  appl icant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
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minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

The  phrase  "MOLECULAR  BIOLOGY  OF  SKELETAL  MUSCLE  AND  ITS  DISEASES,  PA-91 -65" 
must  be  typed  on  line  2 of  the  face  page  of  the  application  form  PHS  398.  The 
original  and  six  copies  must  be  sent  or  delivered  to: 

Grant  Application  Receipt  Office 
Division  of  Research  Grants 
Westwood  Building,  Room  240 
National  Institutes  of  Health 
Bethesda , MD  20892-4500** 

The  original  and  two  copies  of  the  fellowship  application  must  be  sent  to  the 
DRG  address  above. 

For  further  information,  investigators  are  encouraged  to  contact  the  following 
individual : 

Richard  W.  Lymn,  Ph . D . 

Muscle  Biology  Program  Director 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  403 
Bethesda,  MD  20892 
Telephone:  (301)  496-7495 

Some  areas  outlined  in  this  announcement  are  also  of  interest  to  the  National 
Institute  of  Neurological  Disorders  and  Stroke.  Applicants  may  wish  to 
contact : 

Paul  L.  Nichols,  Ph . D . 

Developmental  Neurology  Branch 

Division  of  Convulsive,  Developmental,  and  Neuromuscular  Disorders 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  8C08 

Bethesda,  MD  20892 

Telephone:  (301)  496-5821 

For  fiscal  and  administrative  matters,  contact: 

Mary  Graham 

Grants  Management  Officer 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  417E 
Bethesda,  MD  20892 
Telephone:  (301)  496-2665 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.846,  Arthritis,  Musculoskeletal  and  Skin  Diseases  Research.  Awards  will  be 
made  under  the  authority  of  the  Public  Health  Service  Act,  administered  under 
PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  Maryland  20816 
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JAMES  A.  SHANNON  DIRECTOR'S  AWARD 

P.T.  34;  K.W.  1014006,  0710030 
National  Institutes  of  Health 

I . SUMMARY 

The  National  Institutes  of  Health  (NIH)  announces  a new  award,  the  James  A. 
Shannon  Director's  Award,  that  will  be  awarded  in  FY  1991.  The  award  will 
provide  limited  support  to  scientists  whose  research  applications  fall  short 
of  the  institute/center  funding  cutoff  but  are  at  the  margin  of  funding  in 
which  high  quality  grants  are  not  awarded  due  to  lack  of  funds.  Institutes 
and  centers  will  recommend  pending  R01  (traditional  research  grant),  R29 
(FIRST  Award),  and,  to  a limited  extent,  R03  (small  grant)  applications  to  the 
Director,  NIH,  for  consideration.  The  Director  intends  to  make  approximately 
$30  million  available  for  this  award.  Each  award  will  consist  of  up  to 
$80,000  direct  costs  and  up  to  $20,000  indirect  costs  (20  percent  of  total 
costs)  for  a total  of  up  to  $100,000  for  a twenty- four-month  grant  period. 
Funding  for  R03  applications  will  be  considerably  less.  Annual  expenditures 
on  these  Awards  may  not  exceed  50  percent  of  the  total  allocation. 
INVESTIGATORS  MAY  NOT  APPLY  FOR  THE  SHANNON  AWARD. 

II.  BACKGROUND 

The  NIH  has  been  concerned  that  its  award  rate  has  dropped  precipitously  in 
the  last  five  years  from  34.9  percent  in  1987  to  26.9  percent  in  1991.  This 
has  been  occurring  at  a time  when  there  has  been  increasing  Congressional 
concerns  about  technology  transfer  and  sustained  scientific  leadership  in 
biomedical  science  and  biotechnology.  Highly  meritorious  applications  have 
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not  been  funded.  Many  of  these  applications  have  been  from  young  scientists 
trying  to  establish  research  careers  and  experienced  scientists  frustrated  by 
the  ever  increasing  difficulty  in  obtaining  grant  renewals. 

Cognizant  of  these  issues,  the  new  Director  of  NIH,  Dr.  Bernadine  Healy,  has 
announced  that  one  of  her  first  initiatives  is  the  James  A.  Shannon  Director's 
Awards  to  provide  limited  support  for  investigators  whose  applications  are  on 
the  margin  of  funding.  Approximately  $30  million  is  available  for  the  awards, 
with  funds  derived  from  two  sources- -the  NIH  Director's  Discretionary  Fund  and 
the  NIH  Director's  transfer  authority  established  in  P.L.  101-517.  Funds 
ordinarily  set  aside  for  invest igator- initiated  research  projects  will  not  be 
used.  Therefore,  this  award  will  not  be  a redirection  of  funds  that  would 
have  been  used  to  fund  the  traditional  NIH  invest igator- initiated  research 
grants . 

III.  OBJECTIVE 

The  objective  of  the  Shannon  Award  is  to  provide  limited  research  support  for 
exploration  and  development  based  on  the  merit  of  a pending  application. 

These  grants  will  underwrite  exciting  applications  that  are  at  the  cutting 
edge  of  science  and  that  would  be  missed  opportunities  if  not  funded.  The 
Shannon  Award  is  intended  to  provide  support  to  test  the  feasibility  of  an 
innovative  approach;  develop  further  tests  and  refine  research  techniques; 
perform  secondary  analysis  of  available  data  sets;  and  conduct  other 
activities  that  are  within  the  original  specific  aims  of  the  approved 
application  in  order  to  demonstrate  research  capabilities  or  lend  additional 
weight  to  an  already  meritorious  application. 

IV.  GENERAL  FEATURES 

A.  The  Shannon  Award  will  apply  to  R01,  R29,  and  a limited  number  of 
outstanding  R03  applications.  Foreign  applications  will  not  be  considered. 

B.  Investigators  may  not  apply  for  a Shannon  Award.  Competing  applications, 
prepared  and  submitted  in  accordance  with  NIH  procedures,  will  have  been  peer 
reviewed  and  provided  a percentile  rating.  Nominees  will  be  from  among 
applications  pending  FY  1991  funding  and  reviewed  by  the  Sept. /Oct.  1990, 

Jan. /Feb.  1991,  May/June  1991  Advisory  Boards  and  Councils.  Nominees  for  the 
award  must  be  in  the  top  half  of  the  percentile  range.  Previously  approved, 
but  inactivated,  applications  from  this  time  period  may  be  considered  and,  if 
awarded,  will  be  converted  to  a Shannon  Award  (R55). 

C.  The  application  upon  which  the  Shannon  Award  is  funded  will  remain  active 
for  its  entire  period  of  support.  However,  the  investigator  is  advised  to 
submit  a revised  application  at  the  earliest  convenient  date  to  be  considered 
for  future  funding  as  either  an  R01  or  R29 . 

D.  If  a competing  application  (R01  or  R29)  is  subsequently  funded  while  the 
Shannon  Award  is  active,  the  balance  of  the  Shannon  Award  will  be  deducted 
from  the  total  approved  amount  of  the  competing  award. 

E.  The  Shannon  Award  is  a two-year  award  for  up  to  $100,000  total  costs . The 
distribution  of  funds  will  be  $80,000  for  direct  costs  ($60,000  in  personnel 
and  $20,000  in  supplies  for  budgetary  flexibility)  and  a maximum  of  $20,000 
indirect  costs.  The  level  of  funding  for  R03  awards  will  be  considerably  less 
with  the  same  20  percent  of  total  costs  limitation  on  indirect  costs . PHS 
special  grants  administration  provisions  as  outlined  in  the  "PHS  Grants  Policy 
Statement"  interim  update  of  November  15,  1990  apply  to  these  awards. 

However,  expenditures  during  the  first  year  may  not  exceed  50  percent  of  the 
total  award  and  additional  funds  may  not  be  rebudgeted  into  indirect  costs. 

F.  One  final  progress  report,  final  financial  status  report,  and  final 
invention  statement  (HHS  568)  will  be  required  90  days  after  the  end  of  the 
twenty-four-month  grant  period.  The  progress  report  must  identify  those 
portions  of  the  original  proposal  pursued  with  the  Shannon  Award.  If  the 
awardee  is  successful  with  a subsequent  appl icat ion , the  progress  report  in 
the  amended  application  will  suffice  as  a progress  report  for  the  Shannon 
Award  and  a final  invention  statement  will  not  be  required. 

V.  REVIEW  CRITERIA  AND  PROCEDURES 

A.  NIH  staff,  initial  review  groups,  and  Advisory  Councils  and  Boards  will 
have  reviewed  all  R01 , R29,  and  R03  applications  in  the  usual  manner.  Program 
administrators  will  submit  to  their  institute  or  center  director  for  further 
consideration  pending  applications  that  have  creative  and  innovative 
approaches  and  meet  the  mission  of  the  institute. 
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B.  On  July  15,  the  institutes  and  centers  will  submit  their  nominees  for  the 
Shannon  Award  to  the  Office  of  the  Director,  NIH.  The  Deputy  Director  for 
Extramural  Research,  NIH,  will  convene  a committee  of  senior  NIH  officials  to 
review  the  nominated  applications  and  make  recommendations  to  the  Director, 
NIH.  The  Director,  NIH,  will  make  the  final  selection. 

C.  The  Director  will  notify  the  institutes  and  centers  of  her  decision  by 
August  15,  1991.  The  institutes  and  centers  will  issue  the  FY  1991  Shannon 
Awards  before  September  30,  1991. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


PROGRAM  PROJECTS  ON  AUTOIMMUNITY 

RFA  AVAILABLE:  AI-91-09 

P.T.  39;  K.W.  0715015,  0795027,  0795070,  0710030 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  August  1,  1991 
Application  Receipt  Date:  November  13,  1991 

BACKGROUND  INFORMATION 

The  Autoimmunity  Section  of  the  Division  of  Allergy,  Immunology  and 
Transplantation  (DAIT)  of  the  National  Institute  of  Allergy  and  Infectious 
Diseases  (NIAID)  supports  research  aimed  at  elucidating  the  causes  and 
mechanisms  of  tolerance  and  autoimmune  diseases  and  to  promote  application  of 
this  basic  biomedical  knowledge  to  the  development  and  implementation  of  new 
preventive  and  treatment  modalities  for  these  diseases. 

This  Request  for  Applications  (RFA)  is  intended  to  encourage  and  invite  the 
development  of  program  projects  applications  from  collaborating  basic  science 
and  clinical  research  investigators  who  are  interested  in  developing 
integrated  novel  studies  on  autoimmune  diseases. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  Program  Projects  on 
Autoimmunity,  is  related  to  the  priority  area  of  diabetes  and  chronic 
disabling  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00979-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00973*1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  D.C.  20902-9325  (telephone 
202-783-3238)  . 

RESEARCH  GOALS  AND  SCOPE 

The  major  goals  of  these  program  projects  are:  increased  understanding  of  the 
etiology  and  pathogenetic  mechanisms  involved  in  autoimmune  diseases; 
generation  of  new  information  and  the  expansion  of  the  current  knowledge  base; 
and  the  application  of  this  knowledge  to  the  development  of  new  or  improved 
measures  of  risk  assessment,  prevention,  early  diagnosis,  and  treatment  of  a 
wide  variety  of  autoimmune  diseases  and  disorders  in  which  the  autoimmune 
response  is  a major  contributor  to  pathogenesis. 

Broad  and  innovative  applications  that  address  all  aspects  of  the  immune 
responses  related  to  self  reactivity  may  include  studies  concerned  with 
relevant  areas  of  genetics,  cell  and  molecular  biology,  biochemistry, 
physiology,  microbiology,  pathology,  and  pharmacology.  Of  special  interest  to 
NIAID  are  program  projects  that  emphasize  new  ideas,  novel  approaches,  and 
state-of-the-art  technology  in  basic  research  that  elucidate  pathogenetic 
mechanisms  and  that  show  promise  for  clinical  application  in  the  prevention, 
diagnosis,  and  treatment  of  autoimmune  diseases. 

There  is  overwhelming  evidence  that  implicates  immune  mechanisms  in  the 
pathogenesis  of  diseases  of  the  skin,  nervous  system,  endocrine  system,  and 
gastrointestinal  tract.  Thus,  in  addition  to  studies  of  well  recognized 
autoimmune  disorders,  such  as  systemic  lupus  erythematosus,  rheumatoid 
arthritis,  antibody-mediated  thrombocytopenia,  and  autoimmune  hemolytic 
anemia,  NIAID  encourages  investigators  to  design  and  develop  studies  aimed  at 
establishing  the  role  of  the  immune  system  in  the  pathogenesis  of  endocrine, 
dermatologic,  neurologic,  and  gastrointestinal  diseases  and  the  development  of 
new  preventive  and  treatment  modalities  specific  for  these  disorders  through 
the  manipulation  of  the  immune  response. 
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NOTICES 


ANIMAL  WELFARE  EDUCATION  PROGRAM 

P.T.  42;  K.W.  1014003,  0201011 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH),  Office  for  Protection  from  Research 
Risks  (OPRR),  Division  of  Animal  Welfare  is  cosponsoring  with  the  University 
of  Washington  in  Seattle,  Washington,  an  animal  welfare  education  program 
entitled,  "Resolving  the  Ethical  Dilemmas  in  Animal  Use  Protocol  Review:  How 
to  Increase  Humaneness  Without  Weakening  the  Science."  The  one  and  a half  day 
workshop  will  be  held  on  September  12-13,  1991  at  the  Holiday  Inn  Crown  Plaza, 
Sixth  and  Seneca  at  Freeway  Park,  1113  6th  Avenue,  Seattle,  WA . 

The  tool  used  by  philosophers  to  solve  ethical  problems  known  as  casuistry 
will  be  introduced  and  applied  to  protocol  reviews  involving  transgenic 
animals,  withholding  treatment  from  controls,  and  the  use  of  death  as  an 
endpoint  in  studies.  The  workshop  will  explore  contemporary  issues  and  how 
protocol  reviews  can  address  humane  considerations  without  weakening  the 
science.  The  agenda  will  also  include  presentations  from  the  Public  Health 
Service  and  United  States  Department  of  Agriculture  representatives  on  the 
policies  and  regulations  related  to  the  humane  care  and  use  of  laboratory 
animals . 

The  workshop  is  open  to  institutional  administrators,  Institutional  Animal 
Care  and  Use  Committee  (IACUC)  members,  laboratory  animal  veterinarians, 
scientific  investigators,  and  other  institutional  staff  sharing  responsibility 
for  the  management  of  a sound  institutional  animal  care  and  use  program. 

For  further  information,  please  contact: 

University  of  Washington  Cont inuing  Medical  Education 
Telephone:  (206)  543-1050  or 

(800)  869-2633 
FAX:  (206)  543-3195 

For  information  concerning  future  NIH,  OPRR  Animal  Education  Workshops,  please 
contact : 

Mrs . Roberta  Sonneborn 
Telephone:  (301)  496-7163 

FAX:  (301)  402-0527 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


NATIONAL  RESEARCH  SERVICE  AWARD  - INSTITUTIONAL  TRAINING  APPLICATIONS 

RFA  AVAILABLE:  DE-91-05 

P.T.  44;  K.W.  0715148,  0404000,  0785040,  0715008 

National  Institute  of  Dental  Research 

Letter  of  Intent  Receipt  Date:  October  21,  1991 
Application  Receipt  Date:  November  20,  1991 

PURPOSE 

The  National  Institute  of  Dental  Research  (NIDR)  invites  applications  from 
domestic,  private  or  public,  nonprofit  institutions  proposing  institutional 
training  programs  in  basic  and  clinical  sciences  pertaining  to : (1)  oral  soft 

tissue  diseases , including  oral  cancer,  oral  manifestations  of  AIDS , and  oral 
herpes  simplex  virus  (HSV)  infection;  and  (2)  behavioral  science  research  in 
dentistry . Appl icat ions  pertaining  to  other  areas  of  oral  health  research  are 
also  acceptable . Proposed  training  must  be  relevant  to  the  goals  of  the  NIDR , 
as  described  in  the  NIDR  Long-Range  Research  Plan  for  the  Nineties, 

"Broadening  the  Scope" . 

The  primary  objective  of  these  training  programs  is  to  develop  highly 
qualified,  clinical  investigators  by  supporting  postdoctoral  training  of 
individuals  with  DDS , DMD , or  equivalent  cl inical  degrees , who  are  committed 
to  a career  in  oral  health  research . Applications  may  include  pre-  and 
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postdoctoral  training  for  basic  scientists  and  or  short-term  training  for 
dental  students  in  the  proposed  programs. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  Request  for  Applications  (RFA)  is 
related  to  the  priority  area  of  oral  health.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

The  NIDR  expects  to  make  five  new  and/or  renewal  institutional  training  awards 
in  response  to  this  RFA.  Institutional  awards  are  made  for  five  years  and  are 
renewable.  Only  one  training  award  will  be  made  to  an  institution  unless  the 
training  programs  are  in  distinctly  different  areas  of  oral  health  research. 

This  RFA  is  for  a single  competition  with  a receipt  date  of  November  20,  1991. 

LEVELS  OF  TRAINING 


Applications  will  be  accepted  to  provide  training  at  one  or  more  of  the 
following  levels,  given  in  priority  order:  (1)  dentists  pursuing  a Ph.D.  or 
equivalent  degree  in  basic  science;  (2)  dentists  pursuing  postdoctoral 
research  training;  (3)  baccalaureate  degree  holders  pursuing  a Ph.D.  or 
equivalent  degree;  (4)  Ph.D.  degree  holders  pursuing  postdoctoral  research 
training;  (5)  pre-dental  degree  students  pursuing  a short-term  research 
experience,  usually  during,  but  not  limited  to,  the  summer  months.  Attention 
must  be  given  to  recruiting  women  and  individuals  from  minority  groups  that 
are  underrepresented,  nationally,  in  these  sciences. 


REVIEW  PROCEDURES 


Applications  will  be  processed  as 


follows : 


Application 
Receipt  Date 


Initial  Review  Council 

Group  Meeting  Meeting 


November  20 
1991 


Feb/March 

1992 


May/June 

1992 


Earl iest 
Award  Date 

July 

1992 


Applications  will  be  evaluated  for  scientific  and  technical  merit  by  the  NIDR 
Special  Grants  Review  Committee.  Site  visits  may  be  involved.  Secondary 
review  will  be  by  the  National  Advisory  Dental  Research  Council.  Funding 
decisions  will  be  made  based  on  their  recommendations,  the  need  for  research 
personnel  in  specified  program  areas,  and  the  availability  of  funds. 


SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a special  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 


APPLICATION  PROCEDURES 

It  is  recommended  that  prospective  applicants  contact  program  staff  early  in 
the  planning  phase  of  application  preparation  and  submit  a letter  of  intent  by 
October  21,  1991.  A letter  of  intent  is  not  binding  nor  is  it  a prerequisite 
for  acceptance  of  an  application.  Applications  must  be  prepared  on  grant 
application  form  PHS  398  (rev.  10/88). 

Inquiries,  requests  for  copies  of  the  full  RFA,  and  letters  of  intent  should 
be  directed  to: 

Thomas  M.  Valega,  Ph.D. 

Special  Assistant  for  Manpower  Development  and  Training 
Extramural  Program 

National  Institute  of  Dental  Research 
Westwood  Building,  Room  510 
Bethesda,  MD  20892 
Telephone:  (301)  496-6324 
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For  fiscal  and  administrative  matters,  contact: 

Theresa  Ringler 

Grants  Management  Officer 

National  Institute  of  Dental  Research 

Westwood  Building,  Room  518 

Bethesda,  MD  20892 

Telephone:  (301)  496-7437 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.122.  National  Research  Service  Awards  are  made  under  authorization  of  the 
Public  Health  Service  Act  as  amended  (42  USC  288).  Title  42  of  the  Code  of 
Federal  Regulations,  Part  66,  is  applicable  to  this  program. 


DIABETES  AND  ENDOCRINOLOGY  RESEARCH  CENTERS 

RFA  AVAILABLE:  DK-91-11 

P.T.  04;  K.W.  0715075,  0785050,  0710030 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  January  10,  1992 
Application  Receipt  Date:  February  11,  1992 

PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
invites  applications  for  Diabetes  and  Endocrinology  Research  Center  grants. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  Request  for  Applications  (RFA), 
Diabetes  and  Endocrinology  Research  Centers,  is  related  to  the  priority  area 
of  diabetes  mellitus.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People 
2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325 
(telephone  202-783-3238). 

RESEARCH  OBJECTIVES 

The  objective  of  the  Diabetes  and  Endocrinology  Research  Centers  (DERCs)  is  to 
bring  together  investigators  from  relevant  disciplines  in  a manner  that  will 
enhance  and  extend  the  effectiveness  of  research  related  to  diabetes  and  its 
complications.  A diabetes  center  must  be  an  identifiable  unit  within  a single 
university  medical  center  or  a consortium  of  cooperating  institutions, 
including  an  affiliated  university.  The  overall  goal  of  the  DERC  is  to  bring 
together,  on  a cooperative  basis,  clinical  and  basic  science  investigators  in 
a manner  that  will  enrich  the  effectiveness  of  diabetes  research.  An  existing 
program  of  excellence  in  biomedical  research  in  the  area  of  diabetes  and 
related  metabolic  and  endocrine  disorders  is  required.  This  research  must  be 
in  the  form  of  NIH-funded  research  projects,  program  projects,  or  other 
peer-reviewed  research  that  is  in  existence  at  the  time  of  submission  of  a 
center  application.  Close  cooperation,  communication,  and  collaboration  among 
all  involved  personnel  of  all  professional  disciplines  are  ultimate 
objectives.  Applicants  should  consult  with  NIDDK  staff  concerning  plans  for 
the  development  of  the  center. 

The  DERCs  are  based  on  the  core  concept.  Cores  are  defined  as  shared 
resources  that  enhance  productivity  or  in  other  ways  benefit  a group  of 
investigators  working  in  diabetes  or  diabetes-related  areas  to  accomplish  the 
stated  goals  of  the  center.  Two  other  types  of  activities  may  also  be 
supported  with  center  funding- -a  pilot  and  feasibility  program  and  an 
enrichment  program.  The  pilot  and  feasibility  program  provides  modest  support 
for  new  initiatives  or  feasibility  research  studies.  This  program  is  directed 
at  new  investigators  or  established  investigators  in  other  research 
disciplines  where  their  expertise  may  be  applied  to  diabetes  research.  The 
center  grant  may  also  include  limited  funds  for  program  enrichment  such  as 
seminars,  visiting  scientists,  consultants,  and  workshops. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to 
identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  In  such 
a case,  a letter  of  agreement  from  either  the  GCRC  program  director  or 
Principal  Investigator  must  be  included  with  the  application. 
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SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

NIDDK  expects  to  award  up  to  three  DERC  grants  in  Fiscal  Year  1993  on  a 
competitive  basis.  The  receipt  of  three  competing  continuation  applications 
is  anticipated  that  will  be  in  competition  together  with  other  applications 
received  in  response  to  this  announcement.  Foreign  institutions  are  not 
eligible  to  apply.  Awards  will  be  for  five  years,  contingent  upon  the 
availability  of  appropriated  funds.  Requests  for  support  must  be  limited  to 
no  more  than  $750,000  in  direct  costs  per  year.  Any  application  exceeding 
this  amount  will  be  returned  to  the  applicant. 

REVIEW  PROCEDURES 

Applications  for  a DERC  grant  will  be  evaluated  by  the  NIH  grant  peer  review 
process.  Applications  will  be  reviewed  initially  by  an  ad  hoc  review  group 
convened  by  the  NIDDK  and  subsequently  by  the  National  Diabetes  and  Digestive 
and  Kidney  Diseases  Advisory  Council. 

METHOD  OF  APPLYING 

Applicants  should  request  a copy  of  "Guidelines  for  Diabetes  Endocrinology 
Research  Centers  (DERCs)" . These  guidelines  contain  important  additional 
information  on  the  format,  content,  and  review  of  applications  and  review 
criteria . 

Letter  of  Intent: 

Potential  applicants  are  strongly  encouraged  to  submit  a letter  of  intent  by 
January  10,  1992.  The  letter  of  intent  may  only  include  names  of  the 

Principal  Investigator/program  director  and  principal  collaborators, 
descriptive  title  of  the  potential  application,  and  identification  of  the 
organizat ion ( s ) involved.  The  letter  of  intent  is  to  be  sent  to  the  Chief, 
Review  Branch,  NIDDK  at  the  address  noted  below. 

Format  for  Application: 

Applications  must  be  submitted  on  the  form  PHS  398  (rev.  10/88)  available  at 
most  institutional  business  offices  and  from  the  Division  of  Research  Grants, 
NIH,  (301)  496-7441.  On  item  2 of  the  face  page  of  the  application, 
applicants  must  enter:  Diabetes  Centers,  RFA  number  DK-91-11.  The  RFA  label 
available  in  the  current  revision  of  application  form  PHS  398  must  be  affixed 
to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could  result  in 
delayed  processing  of  the  application  to  the  extent  that  it  may  not  reach  the 
review  committee  in  time  for  review. 

Application  Procedures: 

Applications  must  be  received  by  February  11,  1992.  The  original  and  four 
copies  of  the  application  must  be  sent  or  delivered  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda , MD  20892** 

Two  additional  copies  of  the  application  under  separate  cover  must  be  sent  to: 
Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  406 
Bethesda,  MD  20892 


NIH  GUIDE  - Vol . 20,  No.  22,  June  7,  1991  - Page  4 


INQUIRIES 


Inquiries,  requests  for  guidelines,  and  requests  for  the  full  RFA  should  be 
directed  to : 

Dr.  Sanford  A.  Garfield 
Diabetes  Centers  Program  Director 

Division  of  Diabetes,  Endocrinology,  and  Metabolic  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  626 
Bethesda,  MD  20892 
Telephone:  (301)  496-7418 

For  fiscal  and  administrative  matters , contact : 


Linda  Stecklin 

Supervisory  Grants  Management  Spec ial ist 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building , Room  639 
Bethesda,  MD  20892 
Telephone : (301)  996-7467 


DIABETES  RESEARCH  AND  TRAINING  CENTERS 

RFA  AVAILABLE:  DK-91-12 

P.T.  04,  44;  K.W.  0715075,  0710030,  0785035,  0403004 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  November  22,  1991 
Appl icat ion  Receipt  Date : December  20 , 1991 


The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
invites  applications  for  Center  grants . NIDDK  anticipates  the  competitive 
award ing  of  at  least  five  Diabetes  Research  and  Training  Center  (DRTC)  grants 
in  Fiscal  Year  1993. 


The  Public  Health  Service  ( PHS ) is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000 , " a PHS-led  national 
activity  for  setting  priority  areas . This  Request  for  Appl icat ions  (RFA) , 
Diabetes  Research  and  Training  Centers , is  related  to  the  priority  area  of 
diabetes  mell itus . Potent ial  appl icant s may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents , Government  Printing  Office , Washington , D.C.  20402-9325  (telephone 
202-783-3238) . 


RESEARCH  OBJECTIVES 

The  objective  of  the  DRTC  is  to  bring  together  investigators  from  relevant 
discipl ines  in  a manner  that  will  enhance  and  extend  the  effectiveness  of 
research  and  training  being  conducted  in  the  field  of  diabetes  and  its 
complications.  It  should  be  stressed  that  a DRTC,  although  containing  all  of 
the  elements  present  in  a Diabetes  Endocrinology  Research  Center  ( DERC , see 
RFA  DK-91-11),  contains  substantial  additional  components  described  here . 
Diabetes  Centers  must  be  an  identifiable  unit  within  a single  university 
medical  center  or  a consortium  of  cooperating  institutions , including  an 
affiliated  university . The  overall  goal  of  the  DRTC  is  to  bring  together,  on 
a cooperative  basis , clinical  and  basic  sc ience  investigators  and  those 
involved  in  diabetes  training  and  information  transfer  in  a manner  that  will 
enrich  the  effectiveness  of  diabetes  research , training , and  informat  ion 
transfer . When  fully  developed , the  DRTCs  are  expected  to  encompass  the 
following : (1)  facilitating  and  strengthening  basic  and  clinical  research 
related  to  diabetes  and  its  complications ; ( 2 ) training  health  professionals 

about  diabetes  and  its  management;  (3)  developing  a model  demonstration 
f acil ity  to  contribute  to  the  above  endeavors ; and  (4)  transferring  advances 
in  the  field  of  diabetes  into  improved  care  for  people  with  diabetes  through 
activities  that  identify  and  then  overcome  barriers  to  the  application  of  new 
science  to  diabetes  management  and  treatment . All  of  these  areas  need  not  be 
developed  to  the  same  degree . However , a strong  base  of  biomedical  research 
is  the  most  important  function  of  a center . Accordingly , a program  of 
excellence  in  biomedical  research  in  the  area  of  diabetes  and  related 
metabolic  and  endocrine  disorders  in  the  form  of  NIH-funded  research  projects , 
program  projects , or  other  peer-reviewed  research  must  be  in  existence  at  the 
time  of  submission  of  a Center  application.  Close  cooperation,  communication, 
and  collaboration  among  all  involved  personnel  of  all  professional  disc ipl ines 
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are  ultimate  objectives.  Applicants  should  request  a copy  of  the  DRTC 
guidelines  and  consult  with  NIDDK  staff  concerning  plans  for  the  development 
of  the  Center. 

The  DRTCs  are  based  on  the  core  concept.  Cores  are  defined  as  shared 
resources  that  enhance  productivity  or  in  other  ways  benefit  a group  of 
investigators  working  in  diabetes  or  diabetes-related  areas  to  accomplish  the 
stated  goals  of  the  Center.  Two  other  types  of  activities  may  also  be 
supported  with  center  funding  - a pilot  and  feasibility  program  and  an 
enrichment  program. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to 
identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  In  such 
a case,  a letter  of  agreement  from  either  the  GCRC  program  director  or 
Principal  Investigator  must  be  included  with  the  application. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

ELIGIBILITY 

Foreign  institutions  are  not  eligible  to  apply. 

MECHANISM  OF  SUPPORT 

NIDDK  expects  to  award  up  to  five  DRTC  grants  in  Fiscal  Year  1993  on  a 
competitive  basis.  The  receipt  of  five  competitive  continuation  applications 
is  anticipated,  and  these  will  be  in  competition  together  with  other 
applications  received  in  response  to  this  announcement.  Awards  will  be  for 
five  years  contingent  upon  the  availability  of  appropriated  funds.  Requests 
for  support  must  not  exceed  $1,250,000  per  year  in  direct  costs.  Any 
application  exceeding  this  amount  will  be  returned  to  the  applicant. 

REVIEW  PROCEDURES 

Applications  for  a DRTC  grant  will  be  evaluated  by  the  NIH  grant  peer  review 
process.  Applications  will  be  reviewed  initially  by  an  ad  hoc  review  group 
convened  by  the  NIDDK  and  subsequently  by  the  National  Diabetes  and  Digestive 
and  Kidney  Diseases  Advisory  Council. 

METHOD  OF  APPLYING 

Applicants  should  request  a copy  of  "Guidelines  for  Diabetes  Research  and 
Training  Centers  (DRTCs)."  These  guidelines  contain  important  additional 
information  on  the  format,  content,  and  review  of  applications  and  review 
criteria . 

Letter  of  Intent: 

Potential  applicants  are  strongly  encouraged  to  submit  a letter  of  intent  by 
November  22,  1991.  The  letter  of  intent  may  only  include  names  of  the 
Principal  Investigator/program  director  and  principal  collaborators, 
descriptive  title  of  the  potential  application,  and  identification  of  the 
organization(s)  involved.  The  letter  of  intent  is  to  be  sent  to  the  Chief, 
Review  Branch,  NIDDK  at  the  address  noted  below. 

Format  for  Application: 

Applications  must  be  submitted  on  the  form  PHS  398  (rev.  10/88)  available  at 
most  institutional  business  offices  and  from  the  Division  of  Research  Grants, 
NIH,  (301)  496-7991.  On  item  2 of  the  face  page  of  the  application, 
applicants  must  enter:  Diabetes  Centers,  RFA  number  DK-91-12.  The  RFA  label 
available  in  the  current  revision  of  application  form  PHS  398  must  be  affixed 
to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could  result  in 
delayed  processing  of  the  application  to  the  extent  that  it  may  not  reach  the 
review  committee  in  time  for  review. 
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Application  Procedures: 


Applications  must  be  received  by  December  20,  1991.  The  original  and  four 
copies  of  the  application  must  be  sent  or  delivered  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  290 
Bethesda , MD  20892** 

Two  additional  copies  of  the  application  under  separate  cover  must  be  sent  to: 
Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  906 
Bethesda,  MD  20892 

INQUIRIES 

Inquiries,  requests  for  guidelines,  and  requests  for  the  full  RFA  should  be 
directed  to: 

Dr.  Sanford  A.  Garfield 
Diabetes  Center  Program  Director 

Division  of  Diabetes,  Endocrinology,  and  Metabolic  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  626 
Bethesda,  MD  20892 
Telephone:  (301)  996-7918 

For  fiscal  and  administrative  matters,  contact: 

Linda  Stecklin 

Supervisory  Grants  Management  Specialist 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  639 
Bethesda,  MD  20892 
Telephone:  (301)  996-7967 


ONGOING  PROGRAM  ANNOUNCEMENTS 


MOLECULAR  BIOLOGY  OF  SKELETAL  MUSCLE  AND  ITS  DISEASES 

PA:  PA-91-65 

P.T.  39;  K.W.  0705050,  1002009,  0760070,  1002058,  1003018,  0775000,  795030 
National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
INTRODUCTION 

The  Muscle  Biology  Program  of  the  National  Institute  of  Arthritis  and 
Musculoskeletal  and  Skin  Diseases  (NIAMS)  supports  research  on  skeletal 
muscle,  its  diseases  and  disorders.  This  includes  studies  on  normal  muscle 
structure , function,  development , and  homeostasis . NIAMS , through  this 
program  announcement , encourages  submission  of  grant  applications  in  the 
specif ic  area  of  molecular  events  responsible  for  muscle  specialization  dur ing 
development , regeneration,  and  reconstruction,  including  changes  induced  by 
patterns  of  muscle  activity . 

BACKGROUND 

Skeletal  muscle  is  a major  tissue  of  the  human  body , responsible  for  90 
percent  of  total  body  weight  in  normal  adults.  Its  primary  function  is 
generating  and  controlling  body  motion  and  maintaining  body  posture. 

Extensive  observation  and  research,  motivated  by  this  major  role , have 
enhanced  our  understanding  of  many  aspects  of  muscle  action . Skeletal  muscle 
has  many  unique  properties  as  a tissue , with  enzymatic , mechanical , and 
thermal  properties  that  are  easy  to  control  and  measure . These  properties  can 
be  changed ; muscle  responds  rapidly  to  patterns  of  use  or  disuse  by  modifying 
the  total  contractile  protein  content  and  by  shifting  relative  concentrations 
of  various  alternative  forms. 

Skeletal  muscle  precursor  cells  are  establ ished  early  in  development  via 
processes  involving  one  or  more  myogenic  determination  factors  (the  mydl  gene 
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product,  MyoD,  myogenin,  myf5,  and  mrf4).  The  mechanisms  by  which  these 
factors  are  initially  induced  and  by  which  they  cause  pluripotent ial 
mesodermal  cells  to  enter  the  myogenic  cell  lineage  are  not  understood.  Early 
myoblasts  are  apparently  interchangeable,  in  that  factors  responsible  for 
specialization  are  acquired  during  development  from  external  cues  such  as 
location  and  activity. 

Studies  of  muscle  gene  regulation  have  concentrated  upon  identifying 
muscle  - spec  if ic  control  elements  and  the  myogenic  transcription  factors  with 
which  they  interact.  DNA  sequence  motifs  that  are  common  to  many  muscle  genes 
are  known  to  affect  muscle  gene  expression,  but  knowledge  of  gene  - spec  if ic  and 
modulatory  control  elements  is  lacking.  Transcription  mediated  via  the  common 
control  elements  appears  to  involve  interactions  with  protein  complexes 
composed  of  both  myogenic  and  ubiquitous  nuclear  factors.  In  myoblasts,  the 
activity  of  these  complexes  is  controlled  by  environmental  factors  such  as 
mitogens,  but  neither  the  mechanism  of  this  process  nor  how  the  expression  of 
specific  muscle  genes  is  modulated  in  differentiated  muscle  cells  is 
understood . 

There  has  been  considerable  success  recently  in  sequencing  the  coding  regions 
for  muscle  proteins,  including  the  characterization  of  many  genes  that  can  be 
transcribed  in  various  ways  (alternative  splicing)  to  produce  considerable 
isoform  diversity  for  each  protein.  In  many  cases,  such  as  the  contractile 
proteins,  several  isoforms  are  present  within  single  muscle  fibrils. 
Considerable  efforts  are  being  made  to  identify  and  characterize  factors  that 
promote  or  inhibit  expression  of  various  isoforms  and  the  ways  these  factors 
interact  with  genetic  material.  Changes  in  rates  of  expression  and 
alterations  in  splicing  have  major  impact  on  the  reconstruction  of  muscle  that 
occurs  in  response  to  patterns  of  activity. 

Other  major  contractile,  regulatory,  and  structural  proteins  have  been 
isolated  and  characterized.  Molecular  genetic  techniques  allow  for  altering 
sequences  and  hence  provide  a way  to  explore  the  functional  contributions  of 
different  parts  of  proteins.  Such  techniques  are  already  being  used  to 
explore  the  protein  chemistry  of  calcium  binding  and  transport  in  troponin-C 
and  the  membrane  calcium  ATPase  transport  protein. 

RESEARCH  GOALS  AND  SCOPE 

The  purpose  of  this  program  announcement  is  to  encourage  the  submission  of 
high-quality  applications  that  further  increase  our  knowledge  of  the  molecular 
biology  of  skeletal  muscle  and  its  diseases.  This  includes,  but  is  not 
restricted  to,  the  following  specific  areas: 

o Studies  characterizing  genes  of  muscle  proteins,  substances,  and 
membranes.  Examples  are  the  proteins  of  force  production  and 
regulation,  including  actin,  myosin,  tropomyosin,  troponin;  calcium 
binding  proteins,  such  as  calmodulin;  ion  channel  proteins; 
cytoskeletal  proteins,  such  as  spectrin,  actinin,  dystrophin; 
surface  receptors,  and  substances  of  the  basal  lamina  and 
extracellular  matrix. 

o Mechanistic  molecular  genetic  studies  of  muscle  protein  functions. 

o Studies  on  nuclear  factors  that  promote  or  inhibit  gene  expression 
and  transcription  in  muscle  during  development,  regeneration,  and 
response  to  altered  levels  of  muscle  activity  (e.g.,  isoform 
switching) . 

o Studies  to  determine  mechanisms  whereby  external  factors,  such  as 
growth  hormones  or  signal  transduction,  influence  transcriptional 
regulation  and  the  expression  of  alternate  isoforms. 

o Studies  on  the  genetic  basis  of  inherited  diseases  of  skeletal 
muscle,  its  membranes,  and  its  constituent  proteins. 

o Studies  of  possible  therapies  and  clinical  interventions  that  are 
based  on  modifying  genetic  expression  in  muscle.  Such  studies 
should  be  focused  on  understanding  mechanisms  by  which  such 
interventions  alter  cellular  function. 

Investigators  are  encouraged  to  use  the  full  range  of  current  disciplines  and 
techniques,  including  biochemistry,  biophysics,  molecular  genetics, 
recombinant  techniques,  and  cell  biology. 
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MECHANISM  OF  SUPPORT 


Applicants  may  apply  for  research  project  grants  (R01),  program  project  awards 
CP01),  First  Independent  Research  Support  and  Transition  (FIRST)  (R29)  awards, 
and  fellowships  and  research  career  development  awards. 

APPLICATION  AND  REVIEW  PROCEDURES 

Appl icat ions  in  response  to  this  announcement  will  be  reviewed  and  assigned  in 
accordance  with  the  usual  Public  Health  Service  peer  review  procedures . 

Review  criteria  include  significance  and  original ity  of  the  research  goals  and 
approaches;  feasibility  of  the  research  and  adequacy  of  the  experimental 
design;  training,  research  competence,  and  dedication  of  the  invest igator( s ) ; 
adequacy  of  available  facilities;  and  provision  for  the  humane  care  of 
animals . Funding  decisions  will  be  based  on  initial  review  group  and  National 
Advisory  Council  recommendations. 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88)  or  the 
training/fellowship  application  form , available  in  the  business  or  grants 
office  at  most  academic  or  research  institutions , and  from  the  Division  of 
Research  Grants,  National  Institutes  of  Health,  telephone  (301)  096-7941. 
Applications  will  be  accepted  in  accordance  with  the  submission  dates  for 
research  applications  on  a cont inuing  bas is : February  1 , June  1 , October  1 . 
Fellowship  receipt  dates  are  January  1 0 , May  1 0 , September  1 0 . 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  f indings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease , disorder  or  condition  under  study ; special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases , disorders  and  conditions  which  disproportionately  affect 
them . This  policy  is  intended  to  apply  to  males  and  females  of  all  ages . If 
women  or  minor it ies  are  excluded  or  inadequately  represented  in  clinical 
research , part icularly  in  proposed  population -based  studies , a clear 
compelling  rationale  should  be  provided. 

The  compos  it  ion  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial /ethnic  group . In  addition , gender  and  rac ial /ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2 , A-D  of  the  Research  Plan 
AND  summarized  in  Section  2 , E , Human  Subjects . Appl ic ant s/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups . However , NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  rac ial /ethnic  minority  populations  ( i . e . , 
Native  Americans  ( including  American  Indians  or  Alaskan  Natives ) , 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  et iology , epidemiology,  prevent  ion  ( and  preventive 
strategies ) , diagnosis , or  treatment  of  diseases , disorders  or  condit ions , 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply . 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  1 inked  to  individuals  are  excluded . However , every  effort  should  be  made 
to  include  human  tissues  from  women  and  rac ial /ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  appl icants . 

For  fore ign  awards , the  pol icy  on  inclusion  of  women  appl ies  fully ; since  the 
definition  of  minority  differs  in  other  countries , the  appl icant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States ' populations , including  minorities . 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specif ically  whether  the  research  plan  in  the 
appl icat ion  conforms  to  these  policies . If  the  representation  of  women  or 
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minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 


The  phrase  "MOLECULAR  BIOLOGY  OF  SKELETAL  MUSCLE  AND  ITS  DISEASES,  PA-91 -65" 
must  be  typed  on  line  2 of  the  face  page  of  the  application  form  PHS  398.  The 
original  and  six  copies  must  be  sent  or  delivered  to: 


Grant  Application  Receipt  Office 
Division  of  Research  Grants 
Westwood  Building,  Room  240 
National  Institutes  of  Health 
Bethesda , MD  20892-4500** 


NIH  LIBRARY 


496  00478 


The  original  and  two  copies  of  the  fellowship  application  must  be  sent  to  the 
DRG  address  above. 


For  further  information,  investigators  are  encouraged  to  contact  the  following 
individual : 


Richard  W.  Lymn,  Ph.D. 

Muscle  Biology  Program  Director 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  403 
Bethesda,  MD  20892 
Telephone:  (301)  496-7495 

Some  areas  outlined  in  this  announcement  are  also  of  interest  to  the  National 
Institute  of  Neurological  Disorders  and  Stroke.  Applicants  may  wish  to 
contact : 


Paul  L.  Nichols,  Ph.D. 

Developmental  Neurology  Branch 

Division  of  Convulsive,  Developmental,  and  Neuromuscular  Disorders 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  8C08 

Bethesda,  MD  20892 

Telephone:  (301)  496-5821 

For  fiscal  and  administrative  matters,  contact: 

Mary  Graham 

Grants  Management  Officer 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  417E 
Bethesda,  MD  20892 
Telephone:  (301)  496-2665 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.846,  Arthritis,  Musculoskeletal  and  Skin  Diseases  Research.  Awards  will  be 
made  under  the  authority  of  the  Public  Health  Service  Act,  administered  under 
PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 
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Protocols  focused  on  the  study  of  mechanisms  of  autoimmune  diseases  should  be 
designed  based  on  integrated  and  coordinated  intra- inst itut ional  clinical 
investigations  or  experimental  studies  with  demonstrated  relevance  to  human 
autoimmune  disease . Inclusion  of  basic  research  components  utilizing  in  vitro 
procedures  and  samples  from  human  source  materials  are  encouraged,  as  are 
preclinical  studies  using  appropriate  animal  models  of  human  autoimmune 
disease.  Inclusion  of  clinical  investigative  components  drawing  upon 
immunologically  relevant  areas  in  medicine,  pediatrics,  surgery,  dermatology, 
neurology,  pathology,  and  their  subspecialties  is  highly  recommended. 

SPECIAL  INSTRUCTIONS  FOR  THE  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research , NIH  requires  appl icants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations . If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  must  be  provided . Application  without  such  documentation  will 
not  be  accepted  for  review. 

MECHANISM  OF  SUPPORT 

Program  project  ( PO 1 ) grants  are  awarded  to  an  institution  on  behalf  of  a 
program  director  for  the  support  of  a broadly  based,  multidisciplinary, 
long-term  research  program  that  has  a specific  major  goal  or  basic  theme . A 
program  project  generally  involves  the  organized  efforts  of  groups  of 
investigators  who  conduct  research  projects  related  to  the  overall  program 
goal . The  grant  can  provide  support  for  the  projects  and  for  certain  basic 
resources  shared  by  individuals  in  the  program  project  if  sharing  facilitates 
the  total  research  effort.  Each  project  supported  by  a program  project  grant 
is  expected  to  contribute  to  and  be  directly  related  to  the  common  theme  of 
the  program;  the  projects , under  the  direction  of  a Principal  Investigator, 
should  demonstrate  an  essential  element  of  unity  and  interdependence . In 
F iscal  Year  1992  the  NIAID  plans  to  award  at  least  two  program  project  grants 
submitted  in  response  to  this  RFA  and,  depending  on  availability  of  funds  and 
scientific  merit , more  than  two . Budgetary  requests  must  be  1 imited  to  no 
more  than  $500 ,000  direct  costs  per  year . 

ELIGIBILITY 

ONLY  DOMESTIC  INSTITUTIONS  ARE  ELIGIBLE  TO  APPLY.  Applications  may  be 
submitted  by  any  domestic , public  or  private , nonprofit  or  profit-making 
organizations . 

METHOD  OF  APPLYING 

Before  preparing  an  appl icat ion , the  prospective  appl icant  should  request  a 
copy  of  the  NIAID  Information  Brochure  on  Program  Project  and  Center  Grants 
from : 

Olivia  Preble,  Ph . D . 

Allergy,  Immunology  and  Transplantation  Research  Committee 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institutes  of  Health 

Westwood  Building , Room  3A- 07 

Bethesda , MD  20892 

Telephone:  (301)  496-3528 

LETTER  OF  INTENT 

Prospective  appl icants  are  asked  to  submit  by  August  1,  1991,  a letter  of 
intent  that  includes  a descriptive  title  of  the  overall  proposed  research,  the 
name  of  the  Principal  Investigator,  and  a 1 ist  of  the  names  of  key 
investigators  and  their  inst itution( s ) . The  letter  of  intent  is  requested  in 
order  to  provide  an  indication  of  the  number  and  scope  of  appl icat ions  to  be 
reviewed  to  allow  early  preparations  for  review,  as  well  as  to  promote  early 
interactions  between  applicants  and  NIAID  staff.  The  letter  of  intent  is  not 
binding  and  does  not  commit  the  sender  to  submit  an  application,  nor  is  it  a 
requirement  for  submission  of  an  appl icat ion . The  letter  of  intent  is  to  be 
directed  to  Dr.  Preble  at  the  address  given  above. 

STAFF  CONTACT 

A more  detailed  RFA  may  be  obtained  from : 
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Susana  A.  Serrate -Szte in , M.D. 

Chief,  Autoimmunity  Section 

Division  of  Allergy,  Immunology  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institutes  of  Health 

Westwood  Building,  Room  755 

Bethesda , MD  20892 

Telephone:  (301)  496-7985 

Telefax:  (301)  402-0175 

Inquiries  regarding  fiscal  matters  may  be  addressed  to  Mr.  Carow : 

Mr.  Jeffrey  Carow 

Chief,  Immunology  Grants  Management  Section 

GMB , DEA,  NIAID , NIH 

Westwood  Building,  Room  726 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.855,  Immunology,  Allergic  and  Immunologic  Diseases  Research.  Awards  will 
be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, 
Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under 
PHS  grants  policies  and  Federal  Regulation  42  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


STUDIES  ON  THE  INTERACTIONS  BETWEEN  ENVIRONMENTAL  TOXICANTS  AND  THE  IMMUNE 

SYSTEM 

PA:  PA-91-66 

P.T.  34;  K.W.  0705040,  1007009,  0715120,  1002004,  1002008 

National  Institute  of  Environmental  Health  Sciences 
National  Institute  of  Allergy  and  Infectious  Diseases 

Application  Receipt  Dates:  February  1,  June  1,  October  1 

BACKGROUND 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  and  the 
National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  announce  their 
interest  in  receiving  individual  research  grant  applications  (ROIs  and  R29s) 
for  support  of  studies  on  the  interactions  between  environmental  substances 
and  their  effects  on  immune  function.  The  objective  is  to  promote  research  at 
the  molecular  and  cellular  level  to  better  understand  mechanisms  of 
environmentally  induced  aberrations  within  the  immune  system  in  order  to  gain 
insight  into  approaches  to  mitigate  the  effects  of  such  agents.  These  agents 
are  substances  that  may  be  present  in  the  natural  environment  or  have  been 
added  by  human  activities  and  are  known  or  or  thought  to  induce  illnesses  that 
affect  or  involve  the  immune  systems. 

NIAID  is  the  principal  Federal  funding  component  that  supports  fundamental 
research  concerned  with  the  structure  and  function  of  the  immune  system  in 
health  and  disease.  The  acquisition  of  new  and  deeper  knowledge  about  the 
immune  system  is  requisite  to  the  development  of  improved  procedures  for 
prevention,  diagnosis,  and  treatment  of  immunological  diseases  and  of  diseases 
having  a major  immunological  component.  The  interest  of  the  NIAID  in 
environmental  toxicology  is  predicated  on  the  strong  likelihood  that  the 
analysis  of  interactions  between  noxious  substances  in  the  environment  and  the 
immune  system  can  provide  insight,  from  a largely  ignored  perspective,  on  some 
of  the  typical  functions  of  the  immune  system,  the  adaptability  and  plasticity 
of  the  immune  system,  and  the  susceptibility  of  the  immune  system  to  chemical 
and  physical  insult. 

The  NIEHS  is  the  principal  Federal  funding  component  for  support  of  basic 
research  on  environmental  factors  that  contribute  to  human  health  problems  and 
disease.  Major  emphasis  by  NIEHS  is  placed  upon  research  examining  those 
physical  and  chemical  substances  resulting  from  industrial  progress.  However, 
there  also  are  many  natural  environmental  substances  that  have  been  found  to 
have  deleterious  effects  on  human  health  and  are  within  the  purview  of  the 
NIEHS  mission . Many  of  these  substances  cause  human  health  problems  by 
disrupting  normal  immune  function  that  can  lead  to  a disease  state . 
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RESEARCH  GOALS  AND  SCOPE 


The  effects  of  environmental  toxicants  may  be  divided  into  three  broad 
categories:  suppression/ inhibit ion  of  immunological  competence;  initiation  or 

triggering  of  autoimmunity;  and  stimulation  of  allergic/hypersensitivity 
reactions.  Although  the  NIEHS  and  NIAID  have  overlapping  interests  with 
respect  to  each  of  these  categories  of  effect,  it  is  reasonable  to  state  that 
the  interests  of  NIEHS  center  on  the  effects  of  chemical/physical  agents  that 
suppress  or  reduce  the  capacity  of  the  immune  system.  The  interests  of  NIAID 
are  more  focussed  on  the  actions  of  chemical/physical  agents  that  precipitate 
or  lead  to  autoimmune  and  allergic  disorders.  Interests  of  the  NIEHS  are  to 
identify  and  characterize  the  mechanisms  of  action  of  substances  that  affect 
the  immune  system  and  to  determine  the  magnitude  and  consequences  of  exposure 
to  such  substances . NIAID  is  concerned  with  understanding  the 
immuno- physiological  processes  that  are  affected  by  env ironmental  agents  and 
elucidating  the  pathogenesis  of  the  disorders  that  they  cause . Both 
Institutes  are  interested  in  approaches  that  may  mitigate  the  noxious  effects 
of  environmental  agents  and  in  the  development  of  improved  animal  and  in  vitro 
models  for  studying  the  effects  of  noxious  substances . Examples  of 
projects/topics  that  would  be  of  primary  interest  to  each  Institute  follow: 

OF  PRIMARY  INTEREST  TO  NIEHS: 

o Analysis  of  the  precise  effects  of  toxicants  on  individual 

components  of  the  immune  system;  e . g . , on  cellular  components  such 
as  ant igen- processing  cells  (APC) , B-lymphocytes , and 
T-lymphocytes . 

o Development  of  in  vitro  systems  for  systematic  quantitative 
analyses  and  mechanisms  of  action  of  toxicants  on  individual 
cellular  components  of  the  immune  system : APC , B-cells , and 
T-cells . 

o Studies  on  dual  effects  of  toxic  agents  such  as  simultaneous 
inact ivat ion  of  certain  components  of  the  immune  system  and 
activation  of  other  components. 

o Studies  on  the  genetics  and  pharmacological  control  of 

suscept ibil ity  and  resistance  to  the  effects  of  toxic  substances  on 
the  immune  system . 

OF  PRIMARY  INTEREST  TO  NIAID: 

o Identification  of  the  actual  immunogenic  components  (e.g., 

fragments , molecular  conjugates)  and  epitopes  of  toxicants  that 
trigger  allergic/hypersensitive  responses  or  autoimmunity , and 
detailed  analyses  of  their  processing  by  APC  and  presentation  to  T- 
and  B-cells . 

o Comprehensive  studies  on  toxicant- induced  allergic/hypersensitive 
responses  designed  to  reveal  the  roles  of  components  such  as 
T-cells , APC,  I gE- producing  B-cells , IgE  molecules , leukocytes , and 
mediator  substances  in  the  development  and  manifestation  of  those 
responses . . 

o Development  of  approaches  to  prevent  or  reduce  the  undesirable 
effects  of  toxicants  on  the  immune  system ; e.g.,  appropriate 
pre- immunization  ( "vaccination" ) against  toxicants  or  preparation 
of  monoclonal  antibodies  capable  of  nullifying  the  effects  of 
toxicants . 

o Studies  on  the  genetic  control  of  suscept ibil ity  and  resistance  to 
those  effects  of  toxicants  that  lead  to  autoimmune  or  allergic 
disorders . 

OF  INTEREST  TO  BOTH  INSTITUTES 

o Studies  on  toxicant -triggered  expression  of  stress  proteins  (e.g. , 
heat-shock  proteins ) and  spec ial  receptors  such  as  those  for 
aromatic  hydrocarbons  controlled  by  the  "Ah'*  genetic  locus  and 
found  in  leukocytes ; and  the  roles  of  such  proteins  in  the  effects 
of  toxicants  on  immune  functions . 

o Studies  on  aberrations  in  the  elaboration  and  functions  of 
cytokines  and  cytokine  receptors  induced  by  toxicants . 

o Synergistic  actions  of  physical /chemical  agents  either  with  each 
other  (e.g. , a chemical  and  UV-B  or  two  chemicals ) or  with  other 
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agents  such  as  viruses  or  oncogenes.  NIAID  is  most  interested  in 
those  responses  that  lead  to  autoimmune  or  allergic  disorders. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition,  general  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of 
the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 
Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the 
broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes 
that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial  /ethnic  minority 
populations  (i.e..  Native  Americans  (including  American  Indians  or  Alaskan 
Natives),  Asian/Pacific  Islanders,  Blacks.  Hispanics).  The  rationale  for 
studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
review  will  be  deferred  until  the  information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  activity  will  be  the  individual  research 
grant  - Research  Project  Grant  (R01)  and  First  Independent  Research  Support 
and  Transition  (FIRST)  Award  (R29)  as  applicable. 

APPLICATION  AND  REVIEW  PROCEDURES 

A.  Deadline:  Applications  will  be  accepted  in  accordance  with  the  usual 
receipt  dates  for  new  research  grant  applications;  i.e.,  February  1,  June  1, 
and  October  1.  The  earliest  possible  award  dates  will  be  approximately  nine 
months  after  the  respective  receipt  dates.  Applications  received  too  late  for 
one  cycle  of  review  will  be  held  until  the  next  receipt  date. 
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B.  Method  of  Applying:  Applications  will  be  received  by  the  NIH  Division  of 
Research  Grants  CDRG)  and  referred  to  an  appropriate  study  section  for 
scientific  and  technical  merit  review.  Institute  assignment  decisions  will  be 
governed  by  normal  programmatic  considerations  as  specif ied  in  the  NIH 
Referral  Guidelines.  The  review  criteria  customarily  employed  by  the  NIH  for 
research  grant  applications  will  prevail.  Following  the  initial  scientific 
review,  the  applications  will  be  evaluated  by  the  National  Advisory  Council  of 
the  assigned  Institute. 

Applications  must  be  submitted  on  form  PHS  398  (revised  10/88)  which  is 
available  in  the  business  or  grants  and  contracts  offices  at  most  academic  and 
research  institutions  and  from  the  Office  of  Grants  Inquiries , Division  of 
Research  Grants , National  Institutes  of  Health , Westwood  Building , Room  449, 
Bethesda,  MD  20892,  telephone  (301)  496-7441.  To  identify  the  application  as 
a response  to  this  announcement,  check  "yes"  in  Item  2 on  the  face  page  of  the 
application  and  enter  the  announcement  title , "Environmental  Toxicants  and  the 
Immune  System",  and  PA-91 -66. 

The  original  and  six  copies  of  the  application  must  be  directed  to: 

Applications  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

ADDITIONAL  INFORMATION 

Applicants  are  strongly  encouraged  to  contact  one  of  the  Program 
Administrators  listed  below  prior  to  preparing  an  application.  Inquiries 
related  to  this  program  announcement  should  be  directed  to: 

Dr.  Joseph  F.  Albright 
Program  Administrator 

Division  of  Allergy,  Immunology  and  Transplantation 
National  Institute  of  Allergy  and  Infectious  Diseases 
Westwood  Building,  Room  757 
Bethesda,  MD  20892 
Telephone:  (301)  496-7551 

Dr.  Jerry  A.  Robinson 
Program  Administrator 
Scientific  Programs  Branch 

Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7724 

Grants  management  inquiries  should  be  directed  to : 

David  L.  Mineo 

Chief , Grants  Management  Branch 
Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance 
Numbers  93.112,  Characterization  of  Environmental  Health  Hazards ; 93.113, 
Biological  Response  to  Env ironmental  Health  Hazards ; and  93 . 855 , Allergy , 
Immunology  and  Transplantat ion  Research . Awards  are  made  under  the  authority 
of  Section  487,  Public  Health  Service  Act  as  amended  (42  USC  288)  and 
administered  under  PHS  Grants  Policies  and  Title  42  of  the  Code  of  Federal 
Regulations,  Part  66.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  1 2372  or  Health  Systems  Agency  review . 
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BIOLOGY  OF  THE  BASEMENT  MEMBRANE  ZONE  OF  SKIN  AND  EPIDERMOLYSIS  BULLOSA 


PA:  PA-91-67 

P.T.  34;  K.W.  0715185,  0790005,  0765033,  1002058,  0780020 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
National  Institute  of  Child  Health  and  Human  Development 

I . PURPOSE 

The  Skin  Diseases  Program  of  the  National  Institute  of  Arthritis  and 
Musculoskeletal  and  Skin  Diseases  (NIAMS)  supports  research  on  the  structure, 
function,  and  diseases  of  the  skin.  The  Genetics  and  Teratology  Branch  of  the 
National  Institute  of  Child  Health  and  Human  Development  (NICHD)  supports 
research  on  genetic  and  congenital  malformations  of  skin.  This  program 
announcement  is  to  encourage  submission  of  research  grant  applications  in  the 
area  of  basement  membrane  zone  of  the  skin  in  normal  and  diseased  states  with 
particular  reference  to  epidermolysis  bullosa. 

II.  BACKGROUND 

The  basement  membrane  zone  of  the  skin  is  an  area  of  great  biologic 
importance.  The  many  structures  within  this  zone  mediate  not  only  attachment 
of  the  epidermis  to  the  underlying  dermis  but  also  transport  nutrients  from 
the  vasculature  of  the  dermis  to  the  nonvascular ized  epidermis  and,  in  the 
reverse  direction,  chemicals,  including  drugs,  into  the  systemic  circulation 
following  topical  application.  Studies  of  skin  diseases  must  consider  the 
basement  membrane  zone  in  evaluating  the  underlying  mechanisms  of  their 
pathogenesis . 

Epidermolysis  bullosa  is  a large  group  of  hereditary  and  at  least  two  acquired 
skin  diseases  in  which  the  pathologic  defect  occurs  within  the  skin  basement 
membrane  zone,  either  within  the  basal  kerat inocytes , the  electron 
microscopically  identified  basement  membrane,  or  the  superficial  papillary 
dermis.  In  the  past  several  years  many  structures  have  been  identified  within 
this  area  of  skin.  Several  have  been  implicated  in  the  pathogenesis  of  one  or 
more  forms  of  epidermolysis  bullosa.  Thus,  these  diseases  represent  an 
experiment  of  nature,  the  study  of  which  can  provide  great  insights  into 
normal  functioning  of  molecules  of  the  basement  membrane  zone  of  skin,  as  well 
as  potential  approaches  to  the  diagnosis  and  treatment  of  individuals 
suffering  with  these  often  debilitatiing  or  even  fatal  conditions. 

The  NIAMS  supports  a National  Epidermolysis  Bullosa  Registry  that  consists  of 
four  clinical  sites  and  a coordinating  center.  The  first  five  years  of  this 
Registry  will  conclude  in  September  1991.  The  Registry  facilitates  research 
in  epidermolysis  bullosa  and  the  biology  of  the  basement  membrane  zone  by 
providing  tissues  from  banked  sources  and/or  obtaining  patients  interested  in 
participating  in  research. 

RESEARCH  GOALS  AND  SCOPE 

The  goal  of  this  program  announcement  is  to  stimulate  research  in  the  biology 
of  the  skin  basement  membrane  zone  and  into  the  et iopathogenesis  of 
epidermolysis  bullosa.  Some  research  areas  appropriate  for  inclusion  in 
applications  responsive  to  this  announcement  are: 

o Studies  of  the  molecules  making  up  the  basement  membrane  zone,  in 
the  normal  and/or  diseased  state; 

o Studies  seeking  early  aberrations  and  biological  markers  of  skin 
development  at  the  tissue,  cellular,  and  molecular  levels; 

o Molecular  genetic  approaches  to  understanding  basic  defects  in  the 
hereditary  forms  of  epidermolysis  bullosa  utilizing  both  candidate 
gene  and  anonymous  marker  approaches; 

o Investigations  utilizing  tissue  culture,  organ  and  animal  model 
systems,  and  other  techniques  as  appropriate  to  investigate  the 
mechanisms  by  which  defects  in  the  skin  basement  membrane  zone 
result  in  disease  phenotype; 

o Studies  leading  to  clinical  trials  and  the  treatment  of  various 
forms  of  epidermolysis  bullosa; 

o Epidemiology  of  subsets  of  epidermolysis  bullosa. 
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MECHANISM  OF  SUPPORT 


Research  mechanisms  to  support  these  investigations  include  individual 
research  grants  (R01),  Clinical  Investigator  Awards  (K08),  and  First 
Independent  Research  and  Transition  (FIRST)  Awards  (R29). 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease , disorder  or  condition  under  study ; special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases , disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research , particularly  in  proposed  popul at  ion -based  studies , a clear 
compelling  rationale  should  be  provided . 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  rac ial /ethnic  group . In  addition,  gender  and  rac ial /ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study . This  information 
should  be  included  in  the  form  PHS  398  in  Section  2 , A~D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E , Human  Subjects . Appl icants/of ferors  are  urged 
to  assess  carefully  the  f easibil ity  of  including  the  broadest  possible 
representation  of  minority  groups . However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  rac ial /ethnic  minority  populat ions  ( i . e . , 

Nat ive  Americans  ( including  American  Indians  or  Alaskan  Natives ) , 

Asian/Pacif ic  Islanders , Blacks , Hispanics ) . 

The  rat ionale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  cl inical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology , prevention  ( and  preventive 
strategies ) , diagnosis , or  treatment  of  diseases , disorders  or  conditions , 
including  but  not  1 imited  to  cl inical  trials . 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply . 

Basic  research  or  cl inical  studies  in  which  human  tissues  cannot  be  ident if ied 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly , and  this  should  be 
addressed  by  appl icants . 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries , the  appl icant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States ' populations , including  minorities . 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned . 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies . If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
quest ion( s ) addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate , it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl icat ion . 

All  appl icat ions  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies . 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  in  response  to  this  announcement  will  be  reviewed  in  accordance 
with  Publ ic  Health  Service  peer  review  procedures  for  research  grants . Review 
criteria  include  signif icance  and  original ity  of  the  research  goals  and 
approaches ; feasibility  of  the  research  and  adequacy  of  the  experimental 
design;  training,  research  competence,  and  dedication  of  the  invest igator( s ) ; 
adequacy  of  available  facilities;  and  provision  for  the  humane  care  of 
animals . Decisions  will  be  based  on  initial  review  group  and  National 
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Advisory  Council  recommendations.  Applications  must  be  submitted  on  form  PHS 
398  (rev.  10/88),  available  in  the  business  or  grants  office  at  most  academic 
or  research  institutions  and  from  the  Division  of  Research  Grants,  National 
Institutes  of  Health,  Westwood  Building,  Room  949,  Bethesda,  MD  20894, 
telephone  (301)  496-7441. 

Applications  will  be  accepted  in  accordance  with  the  submission  dates  for  new 
applications  on  a continuing  basis. 

February  1,  June  1,  October  1 for  research  grant  applications. 


The  phrase  ’’BIOLOGY  OF  THE 
BULLOSA,  PA-91 -67”  must  be 
application.  The  original 


BASEMENT  MEMBRANE  ZONE 
typed  on  line  2 of  the 
and  six  copies  must  be 


OF  SKIN  AND  EPIDERMOLYSIS 
face  page  of  the 
sent  or  delivered  to: 


Grant  Application  Receipt  Office 
Division  of  Research  Grants 
Westwood  Building,  Room  240 
National  Institutes  of  Health 
Bethesda,  MD  20892-4500** 


NIH  LIBRARY 


496  00478  4347 


For  further  information,  investigators  are  encouraged  to  contact  the  following 
individuals : 


Alan  N.  Moshell,  M.D. 

Skin  Diseases  Program  Director 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  405 
Bethesda,  MD  20892 
Telephone:  (301)  496-7326 

Delbert  H.  Dayton,  M.D. 

Genetics  and  Teratology  Branch 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North  Building,  Room  643 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-5541 

For  fiscal  and  administrative  matters,  contact: 

Diane  M.  Watson 

Grants  Management  Officer 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  407-A 
Bethesda,  MD  20892 
Telephone:  (301)  496-7495 

Douglas  Shawver 

Supervisory  Grants  Management  Specialist 
Grants  Management  Branch 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  505 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.846,  Arthritis,  Musculoskeletal  and  Skin  Diseases  Research  and  No.  93.865, 
Research  for  Mothers  and  Children.  Awards  will  be  made  under  authorization  of 
the  Public  Health  Service  Act,  Title  III,  Section  301(c)  (Public  Law  78-410, 
as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER’S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 
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CHANGE 
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NOTICES 


NOTICE  OF  MEETING:  THE  SYSTEM  FOR  THE  ELECTRONIC  TRANSMITTAL  OF 

FINANCIAL  STATUS  REPORTS 

P.T.  42;  K.W.  1014006 
National  Institutes  of  Health 

The  National  Institutes  of  Health  is  sponsoring  a two-day  workshop,  August 
22-23,  1991,  to  be  held  in  Bethesda,  Maryland,  on  "The  System  for  the 
Electronic  Transmittal  of  F inane ial  Status  Reports" . The  workshop  will 
include  a hands-on  computer  demonstration  as  well  as  discussions  on  indirect 
costs  and  The  Federal  Cash  Transactions  Report  (PMS-272). 

There  is  no  fee  for  this  workshop.  However,  the  number  of  participants  has 
been  limited  to  75.  Participants  will  be  accepted  on  a first-come, 
first-served  basis.  To  request  a registration  form  or  for  more  information, 
please  contact  Priscilla  Irick  or  Arlene  Griesmer  on  (301)  496-5287  between 
the  hours  of  8:00  a.m.  and  3:30  p.m.  Registration  forms  must  be  received  in 
this  office  no  later  than  July  31,  1991. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


DIGESTIVE  DISEASES  CORE  CENTERS 

RFA  AVAILABLE:  DK-91-14 

P.T.  04;  K.W.  0715085,  0710030,  0785035 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Application  Receipt  date:  October  16,  1991 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
invites  applications  for  Digestive  Diseases  Core  Center  grants.  NIDDK 
anticipates  the  award  of  one  competitive  Digestive  Diseases  Core  Center  grant 
in  Fiscal  Year  1992. 

The  objective  of  the  Core  Center  is  to  bring  together,  on  a cooperative  basis, 
clinical  and  basic  science  investigators  in  a manner  that  will  enhance  and 
extend  the  effectiveness  of  research  being  conducted  in  the  field  of  digestive 
diseases.  The  research  activities  of  the  Center  must  include  projects  that 
are  relevant  to  the  underlying  causes(s),  mechanismC  s ) , diagnosis,  early 
detection,  prevention,  control,  and  treatment  of  digestive  diseases  and 
related  physiological,  pathophysiological,  congenital,  or  metabolic  disorders 
resulting  from  such  diseases.  The  focus  of  the  research  program  in  the  Center 
can  be  a disease  such  as  pancreatitis,  functional  bowel  diseases,  chronic 
hepatitis;  an  organ  such  as  liver,  esophagus,  large  bowel;  a process  such  as 
absorption,  secretion,  motility;  or  an  appropriate  combination  thereof  that 
may  also  include  areas  of  relevant  technology. 

Institutions  that  have  the  necessary  foundation  of  multidisciplinary  digestive 
diseases- related  research  are  encouraged  to  apply  for  a Digestive  Diseases 
Core  Center  grant . Each  appl icant  must  show  that  at  least  50  percent  of  the 
fiscal  support  for  the  ongo ing  research  projects  in  the  areas  relevant  to 
digestive  diseases  are  from  the  NIDDK  and  that  the  remainder  of  the  research 
projects  to  be  included  in  the  Center  research  base  are  relevant  to  the  goals 
of  the  research  Core  Center . Foreign  institutions  are  not  el igible  to  apply . 

The  NIDDK  expects  to  award  one  D igest ive  Diseases  Core  Center  grant  in  Fiscal 
Year  1 992  on  a competitive  basis . The  receipt  of  one  competitive  cont inuat ion 
appl icat ion  is  anticipated , and  it  will  be  in  competition  for  an  award 
together  with  other  appl icat ions  received  in  response  to  this  announcement . 

The  requested  budget  may  not  exceed  $700,000  direct  costs  per  year.  Any 
appl icat ion  exceeding  this  amount  will  be  returned  to  the  appl icant . 

INQUIRIES 

For  the  complete  Request  for  Applications , Core  Center  Grant  Guidelines , and 
consultation,  please  contact: 
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Tommie  Sue  Tralka 

Director,  Digestive  Diseases  Centers  Program 
Division  of  Digestive  Diseases  and  Nutrition 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  3A15 
Bethesda,  MD  20892 
Telephone:  (301)  496-9717 

Business  Information 

Nancy  Dixon 

Supervisory  Grants  Management  Specialist 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  639 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93,848,  Digestive  Diseases  and  Nutrition.  Awards  will  be  made  under  the 
authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  and  Section 
431  (b)  (Public  Law  78-410,  as  amended:  42  USC  241  and  42  USC  285c-5)  and 
administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52 
and  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


SMALL  GRANTS  FOR  THE  DEVELOPMENT  OF  NONMAMMALIAN  MODELS 

PA:  PA-91-68 

P.T.  34;  K.W.  0755020,  0780020,  1004005 
National  Center  for  Research  Resources 

Application  Receipt  Dates:  October  1,  February  1,  June  1 
PURPOSE 

The  Biological  Models  and  Materials  Research  (BMMR)  Program  supports  the 
development  of  nonmammalian  models  for  biomedical  research  through  the  award 
of  research  and  resource  grants  and  contracts.  To  enhance  this  program,  the 
BMMR  Program  announces  the  initiation  of  a small  grant  award  program  for 
support  of  pilot  studies  in  this  area.  Models  that  are  considered  appropriate 
for  the  purposes  of  this  announcement  are:  lower  organisms  such  as 
poikilothermic  vertebrates,  invertebrates,  and  microorganisms;  in  vitro 
systems  such  as  cell  and  tissue  culture  from  nonmammalian  sources  and 
established  mammalian  cell  lines;  and  nonbiological  systems,  such  as 
mathematical  and  computer  simulations. 

DESCRIPTION  OF  THE  AWARD 

This  is  a one-year,  nonrenewable  award  for  a pilot  project/feasibility  study 
of  an  innovative  idea  aimed  at  developing  the  aforementioned  nonmammalian 
models  that  would  provide  a basis  for  more  extended  research. 

ELIGIBILITY 

This  program  is  open  to  both  non-profit  and  for-profit  institutions,  and  is 
designed  to  support  new  and  established  researchers  for  work  in  nonmammalian 
pilot/feasibility  research  projects  in  the  biomedical  research  area. 

APPLICATION  AND  REVIEW  PROCEDURE 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88),  available  at 
most  institutional  business  offices  and  from  the  Division  of  Research  Grants 
(DRG),  National  Institutes  of  Health  (NIH).  Because  the  format  for  preparing 
the  small  grant  application  is  different  from  that  used  for  research  grants, 
additional  instructions  are  needed.  These  instructions  are  available  from  the 
Director,  BMMR  Program  as  indicated  below. 
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Application  receipt  and  review  dates: 


RECEIPT  DATE 


NATIONAL  ADVISORY 

INITIAL  REVIEW  RESEARCH  RESOURCES 

GROUP  MEETINGS  COUNCIL  MEETINGS 


October  1 
February  1 
June  1 


February /March 
May/June 

October /November 


June 

September 

February 


REVIEW  CRITERIA  AND  PROCEDURES 


Appl icat ions  will  be  evaluated  with  respect  to  the  following  criteria : 

o Significance  and  scientific  merit  of  the  proposed  project  as  it  relates  to 
nonmammalian  model  development; 

o Innovat iveness  and  risk  as  a pilot  project ; 

o Probabil ity  that  the  study  will  provide  a basis  for  more  extended  research ; 
o Adequacy  of  the  background  training  and  experience  of  the  investigators ; 
o Adequacy  of  the  facilities; 
o Appropriateness  of  the  budget ; 

o Appropriateness  and  adequacy  of  experimental  methods , including  data  to  be 
collected , procedures  of  data  analysis , and  potent ial  problems  that  may  be 
encountered  in  the  study  and  how  they  will  be  addressed. 

Appl icat ions  will  be  received  by  the  NIH , DRG . Applications  may  be  subjected 
to  a triage  by  a peer-review  group  to  determine  the ir  sc ient if ic  merit 
relat ive  to  the  other  appl icat ions  received  in  response  to  this  announcement . 
NIH  will  withdraw  from  compet it  ion  those  appl icat ions  judged  to  be 
noncompetitive  and  notify  the  appl icant  and  institutional  business  of f ic ial . 
Those  applications  judged  to  be  competitive  will  be  further  evaluated  for 
scientific /technical  merit  by  init ial  review  groups  that  will  be  convened  by 
the  Office  of  Review , NCRR . The  second  level  of  review  will  be  conducted  by 
the  appropriate  nat ional  advisory  counc il  or  board . 

TERMS  OF  THE  AWARD 


The  award  will  be  for  one  year  and  will  provide  a maximum  of  $35 ,000  (direct 
costs ) for  personnel , suppl ies , small  equipment , and  travel  requ ired  for 
conduct  of  the  project . In  most  cases , the  award  can  be  extended  on  request 
for  an  additional  year  without  addit ional  funds . The  award  may  not  be  used  to 
supplement  projects  currently  supported  by  Federal  or  non-Federal  funds  or  to 
provide  interim  support  for  projects  under  review  by  the  Publ ic  Health 
Service . Support  for  student  employees  who  are  performing  work  on  a 
dissertation  is  discouraged  because  of  the  short  term  of  this  award . 

STAFF  CONTACT 

Louise  E.  Ramm,  Ph . D . 

Director,  Biological  Models  and  Materials  Research  Program 

National  Center  for  Research  Resources 

National  Institutes  of  Health 

5333  Westbard  Avenue,  Room  8A07 

Bethesda , MD  20892 

Telephone:  (301)  402-0630 

The  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA) 
al so  provides  small  grant  support  for  research  on  nonmammal ian 
models . For  information  about  ADAMHA  small  grant  program 
el igibil ity  and  characteristics , contact : 

Niles  Bernick,  Ph . D . 

Assoc iate  Director  for  Referral  and  Review 
Off ice  of  Extramural  Programs 

Alcohol , Drug  Abuse , and  Mental  Health  Admin is trat ion 
5600  Fishers  Lane , Room  13-103 
Rockville,  MD  20857 
Telephone:  (301)  443-5184 
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GRANTS  MANAGEMENT  CONTACT 


Ms.  Diana  L.  Jaeger 

Supervisory  Grants  Management  Specialist 
Office  of  Grants  and  Contract  Management 
National  Center  for  Research  Resources 
Westwood  Building,  Room  849 
Bethesda,  MD  20892 
Telephone:  (301)  496-9890 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No. 
93.198,  Biological  Models  and  Materials  Resources.  Awards  will  be  made  under 
the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public 
Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies 
and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74).  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 

SUPPLEMENTARY  INSTRUCTIONS:  FOR  THE  BIOLOGICAL  MODELS  AND  MATERIALS  RESEARCH 
PROGRAM  SMALL  GRANTS  PROGRAM 

FORM  PHS  398  (rev.  10/88) 

Applications  must  be  submitted  on  the  standard  PHS  research  grant  application 
form  (PHS  398,  rev.  10/88),  following  the  instructions  supplied  with  those 
forms  EXCEPT  for  the  following: 

1.  Face  page  of  application 

Item  2:  Response  to  specific  Program  Announcement:  Yes.  Write  in:  Small 
Grants  for  Development  of  Nonmammalian  Models,  PA-91 -68. 

Item  8:  Not  applicable;  mark  NA . 

2.  Application  page  4:  Detailed  Budget  for  the  12-Month  budget  period. 

Funds  should  be  limited  to  the  following  categories:  personnel  (including 
technicians),  consultants,  rental  or  service  fees,  supplies,  travel,  and  small 
equipment  items.  The  total  direct  costs  request  may  not  exceed  $35,000. 

3.  Application  page  5:  Budget  Estimates  for  All  Years.  Not  applicable;  do 
not  complete  this  section. 

Justification:  All  requests  must  be  strongly  and  SPECIFICALLY  justified 

for  the  one-year  project  period. 

4.  Biographic  sketch:  Not  to  exceed  one  page  per  individual.  Include  this 
information  for  all  professional  personnel  associated  with  this  project  as 
collaborators,  consultants,  and  others.  Include  an  appropriate  letter  from 
each  collaborator  or  consultant  confirming  his/her  role  in  the  project. 

5.  Introduction:  Not  to  exceed  one-half  page  (including  a brief  statement  on 
preliminary  work,  if  any). 

6.  Research  Plan:  Specific  aims,  background  and  significance,  and 

experimental  design  and  methods;  not  to  exceed  four  pages.  These  sections  of 
the  research  plan  are  described  in  the  PHS  398  grant  application  kit 
instructions,  and  must  be  followed  while  keeping  within  the  four-page 
limitation.  Citations  in  this  section  are  limited  to  one  additional  page 
entitled:  Literature  Cited. 

Application  must  be  readily  legible.  In  an  effort  to  include  as  much 
information  as  possible  within  the  page  limitations,  some  applicants  have 
compressed  the  spaces  between  letters  and  words  and  reduced  the  type  size  to 
such  a degree  that  the  application  is  not  readily  legible.  Such  applications 
will  also  be  returned  without  review.  Follow  the  type  size  instructions  on 
page  12  of  the  PHS  398  form. 

7.  Appendix:  Not  applicable.  Do  not  submit. 

8.  Submission  of  the  completed  application  forms: 

Mail  or  deliver  the  complete  and  signed  typewritten  original  application  and 
four  copies,  to  the  Division  of  Research  Grants,  as  specified  in  the  general 
instructions . 
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Two  additional  copies  must  be  sent  to : 


Biological  Models  and  Materials  Research  Program 
(SMALL  GRANTS) 

National  Center  for  Research  Resources , NIH 
5333  Westbard  Avenue,  Room  8A07 
Bethesda,  MD  20892 

Applications  not  following  the  above  instructions  will  be  returned  to  the 
appl icant . 

If  you  have  any  questions , contact  Dr.  Ramm  at  the  address  above . 


RESEARCH  PROGRAM  PROJECTS  FOR  THE  STUDY  OF  HUMAN  NEUR0CHR0N0BI0L0GY 

PA:  PA-91-69 

P.T.  34;  K.W.  1002030,  0705055 

National  Institute  of  Neurological  Disorders  and  Stroke 
National  Institute  on  Aging 
National  Institute  of  Mental  Health 

The  Division  of  Convulsive , Developmental , and  Neuromuscular  Disorders , 
National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS),  the 
Neuroscience  and  Neurophysiology  of  Aging  Program,  National  Institute  on  Aging 
( NIA) , and  the  Behavioral  Medicine  Program , National  Institute  of  Mental 
Health  (NIMH),  encourage  the  submission  of  research  grant  and  program  project 
grant  appl icat ions  for  the  bas ic  and  clinical  study  of  neurochronobiology . 

BACKGROUND 

The  central  nervous  system  supports  basic  life  regulatory  functions  and  is 
largely  responsible  for  the  maintenance  and  regulat ion  of  c ircadian  rhythms 
such  as  the  sleep- wake  cycle  and  the  periodic  secretion  of  neuropept ides  and 
many  hormones . These  bra in -control led  biological  rhythms  directly  determine 
much  human  behavior . Although  there  are  many  "zeitgebers , " the  major  one  for 
control  of  central  nervous  system  circadian  rhythms  appears  to  be  the 
light-dark  cycle. 

A large  body  of  knowledge  concerning  neurological  circadian  rhythms  exists . 
There  are , however , major  gaps  in  present  knowledge  that  modern  research 
techniques  could  address.  The  precise  molecular  mechanism(s)  by  which  the 
suprachiasmat ic  nucleus  modulates  circadian  rhythms  remains  unknown . The 
neurobiological  consequences  of  phasic  secretion , in  contrast  to  a constant 
level , of  critical  hormones , such  as  melatonin , somatostatin , or  cortisol , are 
also  unknown.  Although  there  is  evidence  to  indicate  that  the  sensitivity  of 
neuroreceptors  to  a variety  of  1 igands  is  circadian , the  relevance  of  this 
phenomenon  to  understanding  fluctuating  responses  to  neuroactive  drugs  or  to 
developing  optimum  daily  dosing  schedules  for  chronic  diseases  has  not  been 
studied . 

There  is  evidence  that  the  developing  fetus  responds  to  circadian  changes  in 
secretion  of  maternal  hormones  and  possibly  also  to  the  normal  daily 
light-dark  cycle.  The  normal  maturation  and  myelination  of  the  neural 
substrates  for  sleep-wake  cycling  in  the  developing  brain  is  purported  to 
underl ie  the  dramatic  electroencephalographic  ( EEG  ) changes  so  well  documented 
in  sleep  and  wakefulness  in  the  pre-  and  post-term  infant.  Disturbances  of 
this  maturat ion  or  abnormal  development  in  those  brain  areas  responsible  for 
sleep  and  breathing  have  been  impl icated  in  a number  of  clinical  entities . 
However , little  is  known  about  these  neural  substrates , and  what  constitutes 
normal  and  abnormal  maturation  and/or  development  of  them . There  are 
obviously  major  changes  in  the  zeitgebers  at  birth,  e.g.,  the  newborn  nursery 
environment  obscures  circadian  light-dark  cycles  in  the  f irst  few  days  of 
life . For  neonates  in  pediatric  intensive  care  units , the  loss  of  1 ight-dark 
t ime  cues  persists  even  longer . The  temporary  or  permanent  effect  of  such 
changes  in  ze itgebers  on  the  developing  nervous  system  is  unknown . 

At  the  other  end  of  the  1 ife  span , there  are  age-related  changes  in  circadian 
rhythmic ity  that  may  be  associated  with  degenerat ive  changes  in  the  neural 
substrates  of  this  cycling . Little  is  known  about  how  these  phenomena  may  be 
causally  related  to  the  sleep  disturbances  so  prevalent  in  the  elderly . 

The  demands  of  modern  soc iety  require  individuals  to  f unct ion  when  the 
endogenous  circadian  rhythms  of  the  central  nervous  system  are  desynchronized 
with  the  1 ight-dark  cycle . Examples  include  rotat ing  shift  work , long 
distance  jet  airplane  travel , and  space  travel . Other  circumstances  in  which 
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normal  light-dark  periodicities  are  distorted  occur  in  controlled  artificial 
environments  such  as  those  aboard  naval  vessels  and  in  hospital  intensive  care 
units . 

There  is  abundant  anecdotal  evidence  concerning  the  effect  of  changing 
light-dark  cycles  on  physiological  parameters.  There  is  also  some  evidence 
that  frequent  uncompensated  changes  in  circadian  phase  may  alter  cognitive 
function,  mood,  and  behavior.  However,  systematic  study  of  the  effect  of 
temporary  or  long-term  changes  in  light-dark  cycles  and/or  work-leisure  cycles 
is  lacking.  Such  studies  could  lead  to  the  development  of  more  rational 
strategies  to  facilitate  resetting  of  the  human  biological  clock  either  to  a 
new  phase  or  a new  period.  This  information  could  be  of  significant  economic 
and  social  value. 

RESEARCH  GOALS 

The  goal  of  this  announcement  is  to  stimulate  research  in  both  basic  and 
clinical  neuroscientific  aspects  of  circadian  rhythms.  Examples  of  areas  of 
potential  research  include,  but  are  not  limited  to:  Study  of  normal  and 
pathological  human  neurochronobiological  rhythms  across  the  life  span; 
environmental  or  pharmacological  modification  of  phase  and/or  period  of 
circadian  rhythms;  adaptation  to  changes  in  the  work-sleep  cycles  (i.e., 
rotating  shift  work);  circadian  variations  in  the  effect  of  drugs  upon  the 
nervous  system;  effects  of  non-diurnal  variations  in  light  level  (i.e., 
controlled  artificial  environments  such  as  intensive  care  units)  on  the 
nervous  system;  effects  of  maturation  of  the  developing  brain  and  changes  in 
the  aging  brain  on  sleep-wake  cycling  and  brain-controlled  biological  rhythms 
and  vital  functions.  Multidisciplinary  approaches  are  encouraged. 

APPLICATION  PROCEDURES  AND  FORMAT  OF  APPLICATIONS 

Applicants  must  submit  applications  on  form  PHS  398  (rev.  10/88).  This  form 
is  available  in  the  office  of  sponsored  research  or  business  office  of  the 
applicant  institution  and  from  the  Office  of  Grants  Inquiries,  Division  of 
Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  999, 
Bethesda,  MD  20892,  telephone  (301)  996-7991. 

Program  project  applicants  must  use  the  application  format  as  described  in  the 
NINDS  pamphlet,  "Application  Guidelines:  Program  Project  and  Clinical 
Research  Center  Grants"  (revised  October  1989),  which  may  be  obtained  from  the 
NINDS  individual  listed  below. 

To  identify  the  application  as  a response  to  this  program  announcement  check 
"yes"  on  item  2 of  page  1 of  the  application  and  enter  the  title  "Research 
Program  Projects  for  the  Study  of  Human  Neurochronobiology , PA-91 -69." 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  clinical  research  grants  and  cooperative 
agreements  will  be  required  to  include  minorities  and  women  in  study 
populations  so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk 
of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be 
placed  on  the  need  for  inclusion  of  minorities  and  women  in  studies  of 
diseases,  disorders,  and  conditions  which  disproportionately  affect  them. 

This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women 
or  minorities  are  excluded  or  inadequately  represented  in  clinical  research, 
particularly  in  proposed  population-based  studies,  a clear  and  compelling 
rationale  for  non-conformance  to  the  policy  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  section  2,  e,  human  subjects.  Applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e. 
American  Indians  or  Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks, 

Hispanics ) . 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 
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For  the  purposes  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials . 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  Research  Plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application.  All  applications  for  clinical  research  submitted  to  NIH  are 
required  to  address  these  policies.  NIH  funding  components  will  not  award 
grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

Assignment  of  applications  to  specif ic  Institutes  will  be  on  the  basis  of 
existing  referral  guidel ines . Applications  will  be  judged  on  scientific  merit 
and  program  relevance  in  accordance  with  NIH  pol icy  and  procedures  involving 
peer  review . An  initial  review  will  be  made  by  an  appropriate  review  group . 

A second  level  of  review  will  be  conducted  by  the  appropriate  National 
Advisory  Council. 

Deadl ines  for  the  receipt  of  appl icat ions  are  February  1 , June  1 , and  October 
1 . 

The  original  and  six  copies  of  the  appl icat ion  must  be  mailed  or  delivered  to 
the  following  address : 

Division  of  Research  Grants 
Nat ional  Institutes  of  Health 
Westwood  Building,  Room  290 
Bethesda , MD  20892** 

For  further  informat  ion , appl icants  may  contact : 

Charlotte  B.  McCutchen,  M.D. 

NIH,  NINDS,  DCDND , EB 
Federal  Building,  Room  119 
7550  Wisconsin  Avenue 
Bethesda , MD  20892 
Telephone:  (301)  996-1917 

If  the  focus  is  upon  issues  of  neurochronobiology  during  late  life  and  the 
aging  nervous  system , appl icants  should  also  contact : 

Andrew  A.  Monjan,  Ph . D . , M.P.H. 

NIH,  NIA,  NNA 
Building  31 , Room  5C35 
9000  Rockville  Pike 
Bethesda , MD  20892 
Telephone:  (301)  996-9350 

If  the  emphasis  is  upon  the  mental  health  aspects  of  neurochronobiology, 
appl icants  should  contact : 

Susan  Blumenthal , M.D. 

Chief , Behavioral  Medicine  Program 

Division  of  Basic  Brain  and  Behavioral  Sciences 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  11-C-06 

Rockville,  MD  20857 

Telephone:  (301)  993-9337 
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For  fiscal  and  administrative  matters,  contact: 

Angeline  L.  Wilson 

Grants  Management  Specialist 

National  Institute  of  Neurological  Diseases  and  Stroke 

Federal  Building,  Room  1004 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-9231 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No 
93.853,  Clinical  Basis  Research,  NINDS.  Awards  will  be  made  under  the 
authority  of  the  Public  Health  Service  Act,  Title  IV,  Section  301  (Public  Law 
78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and 
Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  Health  Systems  Agency  review  or  Executive  Order  12372. 


ETI0PATH0GENESIS  AND  TREATMENT  OF  PSORIASIS 

PA:  PA-91-70 

P.T.  34;  K.W.  0715185,  0755030,  0765033,  0745070 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

I . PURPOSE 

The  Skin  Diseases  Program  of  the  National  Institute  of  Arthritis  and 
Musculoskeletal  and  Skin  Diseases  supports  research  on  the  structure, 
function,  and  diseases  of  the  skin.  This  program  announcement  is  to  encourage 
submission  of  research  grant  applications  in  the  area  of  et iopathogenes is  and 
treatment  of  psoriasis. 

II.  BACKGROUND 

Psoriasis  is  a common  skin  disease  affecting  several  million  Americans.  It 
may  be  disfiguring  and  even  disabling.  Treatments  exist  and  are  reasonably 
satisfactory  for  mild  cases;  but  an  understanding  of  the  underlying 
et iopathogenesis  of  the  disease  is  lacking  and,  thus,  treatments  for  the  more 
severe  forms  of  the  disease  are  empiric,  often  less  than  completely 
satisfactory  in  terms  of  efficacy,  and  may  have  significant,  even 
life-threatening,  side  effects. 

Psoriasis  is  characterized  by  a hyperproliferation  of  epidermis.  Much  of  the 
prior  treatment  and  research  have  been  directed  at  this  aspect  of  the  disease. 
However,  the  recognition  that  psoriasis  responds  to  Cyclosporin  A,  an  immune 
suppressive  agent  that  does  not  affect  proliferation  to  any  significant 
degree,  and  that  psoriasis  may  develop  or  become  more  severe  with  HIV 
infection  and  then  may  respond  to  treatment  of  the  immune  deficit  caused  by 
HIV  infection,  has  resulted  in  new  lines  of  research  focusing  on  immune 
mechanisms  in  the  development  of  psoriasis.  In  addition,  advances  in 
molecular  biology  and  the  development  of  new  knowledge  in  relation  to 
cytokines  and  other  intermediary  proteins  that  may  tie  together  immunologic 
effects  with  hyperprol if erat ive  effects  have  prepared  the  way  for  new  advances 
in  understanding  and  treating  psoriasis. 

Psoriasis  often  runs  in  families.  This  genetic  aspect  has,  in  the  past,  not 
been  studied  to  any  great  degree,  but,  with  recent  advances  in  molecular 
genetics  and  the  development  of  techniques  for  linkage  analysis,  an  approach 
to  this  aspect  of  the  et iopathogenesis  of  psoriasis  would  seem  appropriate. 
Toward  this  end,  the  National  Psoriasis  Foundation  has  announced  the 
availability  of  a contract  to  support  the  development  of  a tissue  bank  for 
well-established,  informative  families  to  act  as  a source  of  material  to  aid 
in  the  molecular  genetic  investigations  of  psoriasis.  This  tissue  bank  will 
be  available  in  July  1992.  (For  further  information,  contact  Gail  M. 
Zimmerman,  Executive  Director,  National  Psoriasis  Foundation,  6443  S.W. 
Beaverton  Highway,  Suite  210,  Portland,  OR  97221,  (503)  297-1545). 

Much  of  the  current  state  of  knowledge  in  regard  to  psoriasis  research  was 
summarized  at  a psoriasis  workshop  held  in  September  1989  and  published  as  a 
supplement  to  the  Journal  of  Investigative  Dermatology  in  November  1990.  A 
psoriasis  workshop  emphasizing  the  molecular  genetic  aspects  of  the  disease  is 
planned  for  September  1991.  It  is  expected  that  these  workshops,  in 
combination  with  the  availability  of  the  tissue  bank,  will  encourage  the 
preparation  and  submission  of  grant  applications  investigating  the 
et iopathogenes is  and  treatment  of  psoriasis. 
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RESEARCH  GOALS  AND  SCOPE 


The  goals  of  this  program  announcement  is  to  stimulate  research  in  various 
areas  related  to  the  et iopathogenes is  and  treatment  of  psoriasis.  Some 
research  objectives  appropriate  for  inclusion  in  applications  responding  to 
this  announcement  are: 

o Studies  of  the  molecular  mechanisms  involved  in  the  hyperprol if erat ive  state 
of  psoriasis . 

o Investigations  of  immune  interactions  with  and  control  of  the 
hyperproliferation  of  psoriasis. 

o Molecular  genetic  investigations  of  the  hereditary  basis  of  psoriasis. 

o Development  of  new  therapeutic  approaches  to  psoriasis  based  upon  new 
information  regarding  etiopathogenesis  and  the  characteristics  of  the  disease 
state . 

MECHANISMS  OF  SUPPORT 

Funding  mechanisms  to  support  these  investigations  include  research  grants 
(R01),  Clinical  Investigator  Awards  (K08),  First  Independent  Research  and 
Transition  (FIRST)  Awards  (R29),  and  Individual  National  Research  Service 
Awards  ( F32 ) . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A~D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  ( i . e . , 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States’  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
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minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl icat ion . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  in  response  to  this  announcement  will  be  reviewed  in  accordance 
with  the  usual  Public  Health  Service  peer  review  procedures  for  research 
grants.  Review  criteria  include:  significance  and  originality  of  the 
research  goals  and  approaches;  feasibility  of  the  research  and  adequacy  of  the 
experimental  design;  training,  research  competence,  and  dedication  of  the 
investigator( s ) ; adequacy  of  available  facilities;  and  provision  for  the 
humane  care  of  animals.  Decisions  will  be  based  on  initial  review  group  and 
National  Advisory  Council  recommendations. 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88),  or  the 
appropriate  fellowship  application  form  (PHS  416-1),  available  in  the  business 
or  grants  office  at  most  academic  or  research  institutions  and  from  the 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building, 
Room  449,  Bethesda,  MD  20892,  telephone  (301)  496-7441.  Applications  will  be 
accepted  in  accordance  with  the  submission  dates  for  new  applications  on  a 
continuing  basis: 

The  phrase,  "ETIOPATHOGENESIS  AND  TREATMENT  OF  PSORIASISi,  PA-91 -70"  must  be 
typed  on  line  2 of  the  face  page  of  the  application.  The  original  and  six 
copies  must  be  sent  or  delivered  to: 

Grant  Application  Receipt  Office  III 

Division  of  Research  Grants  I 

Westwood  Building,  Room  240  III 

National  Institutes  of  Health  3 

Bethesda,  MD  20892-4500** 

For  further  information,  investigators  are  encouraged  to  contact  the  following 
individual s : 

Alan  N.  Moshell,  M.D. 

Skin  Diseases  Program  Director 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  405 
Bethesda,  MD  20892 
Telephone:  (301)  496-7326 

For  fiscal  and  administrative  matters,  contact: 

Diane  M.  Watson 

Grants  Management  Officer 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  407-A 
Bethesda,  MD  20892 
Telephone:  (301)  496-7495 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.846,  Arthritis,  Musculoskeletal  and  Skin  Diseases  Research.  Awards  will  be 
made  under  authorization  of  the  Public  Health  Service  Act,  Title  III,  Section 
301  (c)  (public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS 
grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74. 

This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 
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**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 


NIH  GUIDE  - Vol . 20,  No.  24,  June  21,  1991  - Page  10 


NOTICE  OF  MAILING 
CHANGE 

□ Check  here  if  you  w ish  to 
discontinue  receiving  this 
publication 


□ Check  here  if  your  address  has 
changed  and  you  wish  to  con- 
tinue receiving  this  publication. 
Make  corrections  below  and 
mail  this  page  to: 


NIH  Guide 

Printing  & Reproduction  Branch 
National  Institutes  of  Health 
Room  B4BIM08,  Building  31 
Bethesda,  Maryland  20892 


^1 


U.S.  DEPARTMENT  OF  HEALTH 
AND  HUMAN  SERVICES 

OFFICIAL  BUSINESS 
Penalty  for  Private  Use,  $300 

The  NIH  Guide  announces  scientific 
initiatives  and  provides  policy  and 
administrative  information  to  indivi- 
duals  and  organizations  who  need  to 
^ be  kept  informed  of  opportunities, 

* requirements,  and  changes  in  extra- 
mural programs  administered  by  the 
National  Institutes  of  Health. 

[ Vol . 20,  No.  25 
June  28,  1991 


RICHARD  U MURRY  * 340189 

*»Si350E«* 


929  S4ILD  FOREST  DRIVE 
GAITHERSBURG  HD  20879  0000 


First  Class  Mail 
Postages  & Fees  Paid 
PHS/NIH/OD 
Permit  No.  G-291 


NIH  GUIDE  - Vol . 20,  No.  25,  June  28,  1991 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


PERSPECTIVE  STUDY  OF  PERSISTENT  OR  RECURRENT  ARTHROPATHY  AND  OTHER 
POTENTIAL  ADVERSE  EVENTS  FOLLOWING  RUBELLA  VACCINATION  OF  ADULT  WOMEN  ( RFP ) . 1 
Centers  for  Disease  Control 
Index:  CENTERS  FOR  DISEASE  CONTROL 


PEDIATRIC  AND  PERINATAL  HIV  CLINICAL  TRIALS  CENTERS  (Sources  Sought)  2 

National  Institute  of  Child  Health  and  Human  Development 
Index:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

EXPANSION  OF  THE  PEDIATRIC  AIDS  CLINICAL  TRIAL  UNITS  (RFA  AI-91-10)  2 

National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  ALLERGY,  INFECTIOUS  DISEASES 

RESEARCH  ON  THE  PREVENTION  OF  ALCOHOL-RELATED  PROBLEMS  AMONG 

ETHNIC  MINORITIES  (RFA  AA-91-04)  4 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Office  for  Substance  Abuse  Prevention 

Index:  ALCOHOL  ABUSE,  ALCOHOLISM,  SUBSTANCE  ABUSE  PREVENTION 

ALCOHOL  RESEARCH  CENTER  GRANTS  (RFA  AA-91-02)  6 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Index:  ALCOHOL  ABUSE,  ALCOHOLISM 


ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  ON  MANAGED  MENTAL  HEALTH  CARE  (PA-91 -71)  7 

National  Institute  of  Mental  Health 
Index:  MENTAL  HEALTH 

MOVEMENT  DISORDERS  (PA-91-72)  9 


National  Institute  of  Neurological  Disorders  and  Stroke 
Index:  NEUROLOGICAL  DISORDERS,  STROKE 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


PERSPECTIVE  STUDY  OF  PERSISTENT  OR  RECURRENT  ARTHROPATHY  AND  OTHER  POTENTIAL 

ADVERSE  EVENTS  FOLLOWING  RUBELLA  VACCINATION  OF  ADULT  WOMEN 

RFP  AVAILABLE:  200-91 -0931 ( P) 

P.T.  34,  II;  K.W.  0715006,  0740075 
Centers  for  Disease  Control 

The  Centers  for  Disease  Control  contemplates  award  of  a 48-month  research 
contract  to  study  persistent  or  recurrent  arthropathy  and  other  potential 
adverse  events  following  rubella  vaccination  of  adult  women.  The  purpose  of 
the  contract  is  to  compare  the  rate  and  severity  of  these  events  following 
rubella  vaccination  of  seronegative  and  seropositive  adult  women  to  the  rate 
in  seropositive  adult  women  not  receiving  rubella  vaccine. 

Written  requests  for  copies  of  the  solicitation  will  be  honored  if  received 
within  45  days  of  the  Request  for  Proposals  (RFP)  issue  date,  which  will  be  on 
or  about  June  24,  1991.  The  date  specified  for  the  receipt  of  the  offers  will 
be  approximately  90  days  after  the  RFP  issue  date.  Requests  for  the  RFP  must 
cite  RFP  No.  200-91 -0931 ( P) . Telephone  requests  will  not  be  accepted.  All 
responsible  sources  may  submit  a proposal  that  shall  be  considered  by  the 
Agency . 

Requests  for  the  RFP  and  questions  about  this  announcement  should  be  directed 

to  : 


NIH  GUIDE  - Vol.  20,  No.  25,  June  28,  1991  - Page  1 


Mark  Federer 

Centers  for  Disease  Control 
Procurement  and  Grants  Office 
Program  Acquisitions  Branch 
255  East  Paces  Ferry  Road,  N.E. 
Room  314 

Atlanta , GA  30305 


PEDIATRIC  AND  PERINATAL  HIV  CLINICAL  TRIALS  CENTERS 

SOURCES  SOUGHT  FOR  SUBCONTRACTING  OPPORTUNITES 

P.T.  34;  K.W.  0715008,  0745027,  0785170,  0755015,  0403020 

National  Institute  of  Child  Health  and  Human  Development 

Under  Contract  #N01 -HD-7-2925  with  Westat,  Inc.,  the  National  Institute  of 
Child  Health  and  Human  Development  sponsors  a network  of  clinical  centers  that 
participate  in  clinical  trials  of  therapies  to  prevent  pediatric  HIV  infection 
or  treat  pediatric  HIV  disease . Cl inical  centers  serve  as  subcontractors  to 
Westat . NICHD  and  Westat  intend  to  award  additional  subcontracts  to  expand 
patient  access  to  trials . Preference  will  be  given  to  cl inical  centers  that 
can  conduct  both  perinatal  and  pediatric  protocols , have  no  other  source  of 
NIH  funding  for  HIV-related  clinical  trials , and  are  located  in  areas  where 
patients  do  not  have  reasonable  access  to  existing  clinical  trials  centers . 
Interested  parties  must  submit  three  copies  of  a statement  of  capabilities, 
including  a description  of  clinics  for  HIV- infected  women  and  children,  an 
estimated  number  of  available  patients , a description  of  staff  qualifications , 
and  a description  of  HIV-related  research  experience , to : 

Mr.  Stephen  Durako 
V ice  President 
Westat , Inc . 

1 650  Research  Boulevard 
Rockville,  MD  20850 

One  additional  copy  of  the  response  must  also  be  sent  to : 

Dorothy  McKelvin 
OGC,  CMB 

National  Institute  of  Child  Health  and  Human  Development 
9000  Rockville  Pike 
EPN,  Room  515 
Rockville,  MD  20892 

The  response  must  be  received  by  5:00 
p.m.  on  July  1 5 , 1991 . 


EXPANSION  OF  THE  PEDIATRIC  AIDS  CLINICAL  TRIAL  UNITS 

RFA  AVAILABLE:  AI-91-10 

P.T.  34;  K.W.  0715008,  0785170,  0755015 

National  Institute  of  Allergy  and  Infectious  Diseases 

Application  Receipt  Date:  September  13,  1991 

PURPOSE 

The  purpose  of  this  Request  for  Applications  (RFA)  is  to  provide  support  for 
the  expansion  of  the  pediatric  AIDS  clinical  trials  program  through  the 
establishment  of  new  pediatric  clinical  trial  units.  Pediatric  components  of 
adult  AIDS  Clinical  Trial  Units  (ACTUs)  that  are  currently  enrolling  patients, 
subunits  of  pediatric  ACTUs  currently  enrolling  patients,  and  new  applicants 
are  invited  to  apply.  Upon  funding,  each  new  unit  will  be  a free-standing 
pediatric  unit;  thus,  the  Principal  Investigator  is  expected  to  be  a 
pediatrician.  This  RFA  specifically  addresses  and  outlines  requirements  for 
ancillary  services  including  outreach  for  pediatric  and  adolescent 
populations . While  the  inclusion  of  adolescents  is  encouraged,  the  main 
thrust  of  the  RFA  is  on  infants  and  children.  We  expect  that  applications 
will  include  obstetricians  and  their  services  as  a part  of  the  research  team. 
Appl icat ions  considered  responsive  to  this  RFA  must  demonstrate  a capability 
to  conduct  pediatric  clinical  trials  and  provide  the  necessary  ancillary 
services  and  outreach  for  HIV- infected  infants,  children,  adolescents,  and 
their  families . The  RFA  focuses  on  these  ancillary  services  because  of  the 
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critical  link  between  provision  of  such  services  and  the  ability  to  recruit 
and  maintain  pediatric  patients  in  clinical  trials.  Because  of  the  increasing 
incidence  of  maternal -fetal  transmission,  applicants  are  required  to  describe 
the  capability  to  conduct  perinatal  transmission  studies  or  plans  to  develop 
such  capability.  Need  for  increased  attention  to  studies  of  primary  HIV 
infection,  opportunistic  infections,  neurologic  complications  of  HIV  infection 
and  enrollment  of  HIV- infected  adolescents  into  clinical  trials  must  be 
addressed.  Strong  emphasis  will  be  placed  on  the  enrollment  of  study 
participants  from  populations  currently  underrepresented  in  clinical  trials 
Ce.g.,  infants  and  children  of  minority  women  and  substance  abusers  and 
disenfranchised  youth) . 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  Expansion  of  the  Pediatric 
AIDS  Clinical  Trial  Units,  is  related  to  the  priority  area  of  HIV  infection. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

Clinical  Core  Funding  will  provide  the  resources  required  to  maintain  an 
infrastructure  sufficient  to  maintain  an  agreed-upon  minimum  number  of  new 
patients  onto  protocols  each  year.  A portion  of  the  total  AIDS  Clinical  Trial 
Group  (ACTG)  pediatric  budget  may  be  set  aside  and  designated  as  Incentive 
Funding.  These  funds  will  be  awarded  either  as  administrative  supplements 
after  review  by  the  Treatment  Research  Program  and  Division  of  Extramural 
Activities  staff  or  as  competing  supplements.  Awards  will  be  made  consistent 
with  National  Institutes  of  Health  (NIH)  and  National  Institute  of  Allergy  and 
Infectious  Diseases  (NIAID)  policies  and  will  support  various  activities 
including,  but  not  limited  to,  the  following:  (1)  augmenting  awards  to 
pediatric  ACTUs  able  to  accrue  a greater  than  expected  number  of  patients  into 
high-priority  protocols;  (2)  availability  in  mid-period  of  priority  protocols 
established  by  the  ACTG  and  the  NIAID  that  require  funding  not  included  in  the 
Clinical  Core  Funding  budget;  and  (3)  providing  limited  support  to 
institutions  whose  investigators  contribute  a substantial  amount  of 
uncompensated  time  and  effort  to  ACTG  committees  or  other  program  activities. 

RESEARCH  OBJECTIVES 

The  aim  of  this  initiative  is  to  broaden  the  cooperative  network  of 
institutions  and  investigators  with  the  capability  to  provide  an  effective  and 
efficient  system  to  evaluate  the  safety  and  efficacy  of  therapeutic 
interventions  against  HIV  infection,  AIDS,  and  its  associated  conditions  in 
children  and  adolescents.  Emphasis  will  be  placed  on  the  provision  of 
ancillary  services,  the  inclusion  of  obstetrical  and  perinatal  research,  and 
the  inclusion  of  women  and  minorities.  This  goal  will  be  accomplished  through 
the  accrual  of  pediatric  patients  into  trials,  analysis  of  the  results  of 
these  trials,  and  publication  of  their  findings.  Throughout  this  process,  the 
participation  of  awardee  clinical  investigators  from  individual  clinical  trial 
units,  with  substantive  involvement  of  the  NIAID  under  the  cooperative 
agreement  mechanism,  is  key  in  the  overall  ACTG  efforts. 

MECHANISM  OF  SUPPORT 

Awards  under  this  RFA  will  be  made  as  cooperative  agreements.  Assistance 
provided  through  the  cooperative  agreement  differs  from  the  traditional 
research  grant  in  that  the  Government  component  (NIAID)  anticipates 
substantial  programmatic  involvement  during  performance  of  the  award.  It 
should  be  understood,  however,  that  applicants  must  define  their  objectives  in 
accord  with  individual  interests  and  approaches  to  conducting  the  research. 

It  is  anticipated  that  approximately  six  to  ten  new  pediatric  ACTUs  will  be 
funded  to  supplement  the  current  pediatric  clinical  trials  group.  Ongoing 
pediatric  subunits  or  components  of  adult  ACTUs  that  are  successful  in 
competing  for  these  awards  will  cease  to  exist  as  such.  The  approximate  total 
amount  of  this  RFA  will  be  $7.6  million.  This  level  of  support  is  dependent 
on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit 
and  availability  of  funds.  Awards  will  be  made  for  a 12-month  budget  period 
within  a total  project  period  of  five  years.  Continuation  awards  for  new 
budget  periods  within  an  approved  project  period  will  be  made  on  the  basis  of 
satisfactory  performance  and  availability  of  funds.  The  anticipated  award 
date  will  be  February  14,  1992.  It  is  anticipated  that  the  NIAID  will 
continue  this  program  after  the  initial  project  period  through  a competitive 
renewal  of  the  cooperative  agreements,  however,  continuation  is  contingent 
upon  available  funds  and  NIAID  priorities. 

SPECIAL  INSTRUCTIONS  FOR  THE  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 

RESEARCH  STUDIES 
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For  projects  involving  clinical  research , NIH  requires  appl icants  to  give 
spec ial  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  population  for  clinical  studies,  a specific 
justif icat ion  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

APPLICATION  AND  REVIEW  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  10/88)  must  be  used  in 
applying.  Upon  receipt,  applications  will  be  reviewed  by  NIH  staff  for 
completeness  and  responsiveness . Incomplete  appl icat ions  will  be  returned  to 
the  appl icant  without  further  consideration . Failure  to  address  all  minimum 
requirements  in  the  Specific  Instructions,  Section  2 of  the  RFA  will  result  in 
the  application  being  considered  nonresponsive . If  the  appl icat ion  is  not 
responsive  to  the  RFA , NIH  staff  will  return  it  to  the  appl icant . 

Those  appl icat ions  that  are  complete  and  responsive  will  be  evaluated  in 
accordance  with  the  criteria  stated  below  for  scientific /technical  merit  by  an 
appropriate  peer  review  group  convened  by  the  NIAID . Those  applications  may 
be  subjected  to  triage  by  a Special  Review  Committee  to  determine  their 
scientific  merit  relative  to  other  applications  received  in  response  to  this 
RFA . The  NIH  will  administratively  withdraw  from  competition  those 
appl icat ions  judged  to  be  noncompetitive  and  notify  the  appl icants  and 
institutional  business  official.  The  second  level  review  will  be  provided  by 
the  National  Advisory  Allergy  and  Infectious  Diseases  Council . 

INQUIRIES 

Copies  of  the  complete  RFA  describing  the  research  goals  and  scope , the 
cooperative  agreement  mechanism , the  review  criteria , and  other  appl icat ion 
requirements  may  be  obtained  from: 

Tina  Johnson,  M.A. 

National  Institute  for  Allergy  and  Infectious  Diseases 
6003  Executive  Boulevard,  Room  201W 
Rockville,  MD  20892 
Telephone:  (301)  496-8219 

Written  or  telephone  inquiries  of  a budgetary  nature  should  be  addressed  to: 
Ms.  Jane  Unsworth 

National  Institute  of  Allergy  and  Infectious  Diseases 
Westwood  Building,  Room  706 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 


RESEARCH  ON  THE  PREVENTION  OF  ALCOHOL-RELATED  PROBLEMS  AMONG  ETHNIC  MINORITIES 

RFA  AVAILABLE:  AA-91-04 

P.T.  34,  FF;  K.W.  0404003,  0745027,  0404000 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Office  for  Substance  Abuse  Prevention 

Application  Receipt  Date : November  1 5 , 1991 

PURPOSE 

The  primary  purpose  of  this  Request  for  Appl icat ions  (RFA)  is  to  encourage  and 
facilitate  alcohol  abuse  prevention  research  focused  on  Black  Americans , 
Hispanic  Americans , American  Indians , Alaskan  Natives , and  Asian/Pacific 
Americans . The  research  envisioned  will  develop  and  test  prevention 
strategies  that  are  effective  for  these  minority  populations  that  are  at 
elevated  risks  for  specific  types  of  alcohol  problems  and  have  diverse  and 
distinctive  sociocultural  characteristics  that  must  be  considered  in  the 
development  and  implementation  of  prevention  activities. 

The  PHS  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting 
priority  areas.  This  RFA,  "Research  on  the  Prevention  of  Alcohol -Related 
Problems  among  Ethnic  Minorities,"  is  related  to  the  priority  area  of  alcohol 
and  other  drugs . Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 

( Summary  Report : Stock  No . 017-001-00473-1 ) through  the  Super int endent  of 
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Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238) . 

RESEARCH  OBJECTIVES 

This  RFA  calls  for  diverse  prevention  and  pre- intervention  studies  directed 
specifically  to  ethnic  minority  populations.  Prevention  research  investigates 
ways  of  reducing  the  adverse  personal  and  social  consequences  of  alcohol  abuse 
guided  by  the  public  health  model  that  views  alcohol -related  problems  as 
arising  through  a complex  of  individual,  interpersonal,  and  social  factors. 

The  research  may  focus  on  entire  communities,  specific  environments  or 
high-risk  groups,  or  individual  behavior. 

Studies  of  the  effectiveness  of  environmental  prevention  strategies  in 
minority  settings  may  include  national,  state,  or  community- wide  policies 
designed  to  control  alcohol  availability  and  reduce  demand  for  such  products 
including;  (1)  strengthening  and/or  enforcing  alcohol  beverage  control  laws 
regulating  the  hours  of  operation  and  the  location  and  number  of  outlets  for 
sales  of  alcoholic  beverages;  (2)  enhancing  enforcement  of  minimum  drinking 
age  laws;  (3)  implementing  server  training  programs;  and  (4)  raising  taxes  on 
alcoholic  beverages. 

Research  strategies  oriented  to  changing  individual  behavior,  particularly 
that  of  youth,  adolescents,  and  pregnant  women,  include  further  scrutiny  of 
those  programs  that  have  been  successfully  tested  in  the  general  community  but 
need  adaptation  to  ethnic  minorities  and  evaluation  of  their  efficacy.  Also 
needed  is  the  systematic  testing  of  prevention  programs  that  appear  to  have 
been  successfully  implemented  within  ethnic  communities  but  tested  on  only  a 
limited  scale  and/or  not  systematically  evaluated. 

Applicants  also  may  propose  pre - intervent  ion  studies  of  sociocultural  factors 
that  may  contribute  to  the  occurrence  or  reduction  of  alcohol -related  problems 
among  ethnic  minorities.  Sociocultural  factors  related  to  the  use  of  alcohol 
in  ethnic  minority  communities  of  particular  interest  include:  socialization 
processes  and  the  role  of  the  family;  peer  group  influences  on  alcohol -related 
behavior;  acculturation  and  the  change  process  in  response  to  immigration  and 
migration;  the  effects  of  gender  roles  on  alcohol  consumption  patterns;  the 
effects  of  mass  media  messages;  and  the  contributions  of  community 
institutions  to  alcohol  use  and  abuse. 

METHODOLOGICAL  ISSUES 

Research  in  the  areas  discussed  above  may  be  cast  within  any  of  the  standard 
research  traditions.  If  applicants  do  not  have  the  full  range  of 
methodological  and  technical  skills  requisite  to  the  design  and  analysis  of 
the  proposed  research,  they  are  strongly  urged  to  consult  with  statisticians 
or  other  relevant  specialists.  Studies  involving  interventions  must  include 
comprehensive  evaluation  components  that  are  conceptually  and  procedurally 
integrated  with  the  overall  research  program.  The  three  areas  of  evaluation 
(formative,  procedural,  and  outcome)  provide  information  relevant  to  the 
interpretation  of  the  research  findings. 

Of  central  importance  in  the  planning  and  execution  of  these  studies  is 
careful  attention  and  sensitivity  to  the  unique  aspects  of  the  culture  of  the 
group(s)  under  study. 

MECHANISMS  OF  SUPPORT 

Applicants  may  submit  research  project  grants  (ROIs)  requesting  up  to  four 
years  of  support.  Applications  in  response  to  this  RFA  will  compete  for 
$800,000  in  new  grant  money  that  is  expected  to  be  made  available  for  this 
purpose  in  fiscal  year  1992.  It  is  anticipated  that  three  to  five  projects 
will  be  supported. 

REVIEW  PROCEDURES 

Applications  submitted  in  response  to  this  RFA  will  be  assigned  to  an  Initial 
Review  Group  (IRG)  in  accordance  with  established  Public  Health  Service 
Referral  Guidelines.  The  IRG,  consisting  primarily  of  non-Federal  scientific 
and  technical  experts,  will  review  applications  for  scientific  and  technical 
merit.  Applications  will  receive  a second  level  review  by  the  National 
Advisory  Council  on  Alcohol  Abuse  and  Alcoholism  and  the  Advisory  Committee  on 
Substance  Abuse  Prevention,  where  reviews  may  be  based  on  policy 
considerations  as  well  as  scientific  merit  considerations.  Only  applications 
recommended  for  approval  by  these  advisory  bodies  may  be  considered  for 
funding . 
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SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  the  National  Institute  on  Alcohol 
Abuse  and  Alcoholism  ( NIAAA)  requires  appl icants  to  give  special  attention  to 
the  inclusion  of  women  in  study  populations.  If  women  are  not  included  in  the 
study  population  for  clinical  studies,  a specific  justification  for  this 
exclusion  must  be  provided.  Applications  without  such  documentation  will  not 
be  accepted  for  review . 

APPLICATION  PROCEDURES 

Applicants  must  use  the  grant  application  form  PHS  398  (revised  10/88). 
Application  kits  containing  the  necessary  forms  and  instructions  may  be 
obtained  from  business  offices  or  offices  of  sponsored  research  at  most 
universities , colleges , medical  schools , and  other  major  research  facilities 
and  from: 

National  Clearinghouse  for  Alcohol  and  Drug  Information 
Post  Office  Box  2345 
Rockville,  Maryland  20852 
Telephone:  (301)  468-2600 

INQUIRIES 

For  the  complete  RFA  and  pre- application  consultation,  contact : 

Elsie  Taylor  or  Susan  E . Martin 
Prevention  Research  Branch 

Division  of  Clinical  and  Prevention  Research 
National  Institute  on  Alcohol  Abuse  and  Alcohol ism 
5600  Fishers  Lane,  Room  13C-23 
Rockville,  MD  20857 
Telephone:  (301)  443-1677 

For  fiscal  and  administrative  matters , contact : 

Elsie  Fleming 

Chief,  Management  Review  and  Assistance  Section 
Grants  Management  Branch 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  16-86 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4703 


ALCOHOL  RESEARCH  CENTER  GRANTS 

RFA  AVAILABLE:  AA-91-02 

P.T.  04;  K.W.  0404003,  0745020,  0745027,  0755030,  0745070 
National  Institute  on  Alcohol  Abuse  and  Alcohol ism 
Application  Receipt  Date:  December  16,  1991 
PURPOSE  AND  OBJECTIVES 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  provides  grant 
support  for  Alcohol  Research  Centers  to  conduct  interdisc ipl inary  research  on 
alcoholism  and  alcohol  abuse . The  Center  grants  program  is  interrelated  with 
and  complementary  to  all  other  research  support  mechanisms  and  scientific 
act iv ities  that  comprise  the  NIAAA  programs  of  research  on  the  nature , causes , 
diagnosis , treatment , control , prevention,  and  consequences  of  alcohol  abuse 
and  alcohol ism . The  Alcohol  Research  Centers  Grant  program  provides  long-term 
(typically , for  five  years ) support  for  interdisciplinary  research  programs 
with  a distinct  focus  on  a particular  theme  relating  to  alcohol ism , alcohol 
abuse,  and  other  alcohol-related  problems.  The  program  is  intended  to 
encourage  outstanding  scientists  from  biomedical , behavioral , social  science , 
and  other  relevant  disciplines  to  bring  a full  range  of  expertise , approaches , 
and  advanced  technologies  to  the  study  of  problems  related  to  alcohol  abuse 
and  alcoholism . Research  to  improve  knowledge  of  other  drug  abuse  and  mental 
disorders  that  co-occur  with  alcohol  abuse  disorders  is  also  encouraged . 

A Center  is  expected  to  be  a source  of  scientific  excellence  and , through 
sustained  excellence , to  become  a significant  regional  or  national  research 
resource . In  addition,  the  appl icant  institution  is  expected  to  afford 
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opportunities  for  research  training  to  persons  from  various  disciplines  and 
professions . 

MECHANISM  OF  SUPPORT 

A Specialized  Center  Grant  CP50)  is  a comprehensive,  broad-based 
multidisciplinary,  mult i- invest igator , long-term  program  of  combined  research 
and  research  support  activity  planned  around  a specific  major  research 
objective  or  research  theme.  In  addition  to  providing  support  for  shared 
resources,  this  type  of  Center  supports  a full  range  of  basic,  developmental, 
clinical,  and/or  applied  research  components;  allows  for  growth  and 
development  through  pilot  projects;  and  is  intended  to  provide 
state-of-the-art  leadership  in  the  alcohol  field. 

It  is  estimated  that  approximately  $13-14  million  will  be  available  in  FY  1993 
to  fund  approximately  eight  Centers. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  ADAMHA  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  and  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion 
must  be  provided.  Applications  without  such  documentation  will  not  be 
accepted  for  review. 

APPLICATION  SUBMISSION 

Applicants  must  use  the  grant  application  form  PHS  398  (rev.  10/88).  The 
title  and  number  of  this  Request  for  Applications,  "Alcohol  Research  Center 
Grants,  AA-91-02"  must  be  typed  in  item  number  2 on  the  face  page  of  the  PHS 
398  application  form. 

REVIEW  PROCEDURES 

Each  Center  application  will  be  reviewed  by  a group  of  experts  to  evaluate  the 
scientific  and  technical  merit  of  the  proposal.  Recommendations  from  this 
review  will  be  presented  to  the  National  Advisory  Council  on  Alcohol  Abuse  and 
Alcoholism  that  will  make  a final  recommendation  to  the  Director,  NIAAA. 

INQUIRIES 

For  a copy  of  the  RFA  and  preapplication  consultation  contact : 

Dr.  Ernestine  Vanderveen 
Associate  Director 
Division  of  Basic  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
5600  Fishers  Lane,  Room  16C-06 
Rockville,  MD  20857 
Telephone:  (301)  443-1273 

For  fiscal  and  administrative  matters,  contact: 

Ed  Ellis 

Grants  Management  Specialist 
Management  Review  and  Assistance  Section 
Grants  Management  Branch 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  16-86 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4703 


ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  ON  MANAGED  MENTAL  HEALTH  CARE 

PA:  PA-91-71 

P.T.  34;  K.W.  0715095,  0715129,  0730000,  0755018 
National  Institute  of  Mental  Health 


NIH  GUIDE  - Vol . 20,  No.  25,  June  28,  1991  - Page  7 


The  National  Institute  of  Mental  Health  (NIMH)  expects  to  develop  and  expand 
scientific  knowledge  on  the  wide  range  of  managed  care  programs.  Researchers 
are  encouraged  to  develop  rigorous  research  designs  for  exploring  the  effect 
of  managed  mental  health  care.  Such  designs  include  natural  experiments  or 
quasi-experimental  designs  with  comparison  groups.  Secondary  data  analysis  of 
existing  data  sets  may  be  adequate  for  some  studies,  as  may  other  designs. 
Study  populations  should  include  subjects  with  primary  mental  disorders  and/or 
those  with  co-occurring  disorders  such  as  alcohol  or  drug  abuse. 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  “'Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  The  PHS  urges  applicants  to  submit  work 
plans  that  address  specific  objectives  of  "Healthy  People  2000."  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  D.C.  20042-9325  (telephone  202-783-3238). 

Applications  may  be  submitted  by  any  public  or  private,  nonprofit  or 
for-profit  organization,  including  units  of  State  or  local  governments.  Women 
and  minority  investigators  are  encouraged  to  apply. 

Research  support  may  be  requested  through  applications  for  a research  grant 
(R01),  small  grant  (R03),  and  First  Independent  Research  and  Transition 
(FIRST)  award  (R29).  Applications  must  be  prepared  on  the  current  version  of 
the  form  PHS  398  (revised  10/88).  All  applications  must  clearly  indicate  the 
relevance  of  the  proposed  work  to  the  stated  purpose  of  this  announcement. 

Applications  for  this  grant  are  encouraged  to  include  both  women  and 
minorities  in  study  populations , unless  scient if ic  evidence  or  other 
justification  for  not  including  them  is  provided.  Applications  should  include 
in  their  study  design  gender  and/or  minority  representation  appropriate  to  the 
scientific  objectives  of  the  work  proposed.  If  representation  of  women  or 
minorities  is  not  feasible  or  appropriate,  the  reasons  must  be  explained  and 
justified . 

Applicants  should  also  be  aware  that  the  Department  of  Health  and  Human 
Services  has  regulations  for  the  protection  of  human  subjects  and  has 
developed  additional  regulations  for  the  protection  of  children.  A copy  of 
these  regulations,  45  CFR  46,  Protection  of  Human  Subjects,  is  available  from 
the  Office  for  Protection  from  Research  Risks,  National  Institutes  of  Health, 
Building  31,  Room  5B39,  Bethesda,  Maryland  20892. 

Applications  will  be  reviewed  according  to  the  usual  PHS  receipt  and  review 
schedule.  Applications  will  be  reviewed  for  scientific  merit  by  an  initial 
review  group  (IRG)  composed  primarily  of  non-Federal  scientific  experts. 

Final  review  is  by  the  appropriate  National  Advisory  Council.  Only 
applications  recommended  for  approval  by  the  Council  may  be  considered  for 
funding . 

Review  criteria  include  evidence  of  familiarity  with  relevant  research 
literature;  adequacy  of  the  theoretical  and  conceptual  framework  of  the 
proposed  research  and  appropriateness  of  research  methods;  scientific  quality 
of  the  project  design  and  methodology;  demonstrated  research  capability, 
experience,  and  commitment  of  the  proposed  research  staff;  demonstrated  access 
to  research  subjects  or  data  bases  to  conduct  the  research;  adequacy  of 
facilities,  general  environment,  and  core  resources  for  the  development  and 
implementation  of  the  proposed  research;  evidence  of  cooperation  and 
commitment  for  persons  and  organizations  whose  support  is  essential  for  the 
conduct  of  the  research;  adequacy  of  the  plan  to  protect  research  subjects; 
appropriateness  of  the  budget  requested;  general izabil ity  of  the  results;  and 
applicability  to  minority  populations  and  women. 

Award  criteria  include  IRG  and  Council  recommendations,  program  needs  and 
priorities,  and  availability  of  funds. 

For  a copy  of  the  full  announcement  or  for  further  information  on  research 
issues , applicants  may  contact : 

Paul  Widem,  Chief,  or  Agnes  Rupp,  Ph.D. 

Mental  Health  Economics  Research  Program 
Services  Research  Branch 

Division  of  Applied  and  Services  Research 
National  Institute  of  Mental  Health 
Room  18C-14,  5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-4233 
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Further  information  on  grants  management  issues  may  be  obtained  from: 

Stephen  J . Hudak 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

Room  7C-26,  5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4456 

Under  authority  of  Section  301  of  the  Public  Health  Service  Act  as  amended,  PL 
78-410,  42  U.S.C.,  241  and  the  Catalog  of  Federal  Domestic  Assistance  93.242. 


MOVEMENT  DISORDERS 

PA:  PA-91-72 

P.T.  34;  K.W.  0715060,  0785035,  0785210,  0710100 
National  Institute  of  Neurological  Disorders  and  Stroke 
PURPOSE 

An  existing  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS) 
Program  Announcement,  published  June  6,  1980,  is  being  reissued  to  notify  the 
scientific  community  of  continuing  NINDS  interest  in  movement  disorders  with 
particular  emphasis  on  dystonia,  tremor,  Parkinson's  disease,  and  other  basal 
ganglia  degenerative  disorders.  The  emphasis  on  dystonia  is  in  response  to 
the  1991  House  and  Senate  Appropriations  Reports.  The  NINDS  invites  grant 
applications  to  support  neurological  research  leading  to  a better 
understanding  of  the  etiology  and  pathogenesis  of  a variety  of  movement 
disorders,  with  the  intent  of  improving  the  early  diagnosis  and  the  treatment 
of  these  nervous  system  dysfunctions  and  ultimately  facilitating  their 
prevention . 

BACKGROUND  INFORMATION 

Neurological  disorders  of  movement  include  dystonia,  Parkinson's  and 
Huntington's  diseases,  other  basal  ganglia  degenerations  (such  as  Progressive 
Supranuclear  Palsy  and  Str iatonigral  Degeneration),  and  other  diseases  of 
varied  causation  characterized  by  tics,  tremors,  chorea,  athetosis,  and 
ballism.  Most  of  these  neurological  disorders  are  progressive  and  may  be 
associated  with  dementia,  ataxia,  and  other  neurological  abnormalities,  in 
addition  to  abnormal  motor  activity.  In  some  cases,  the  symptoms  reflect 
abnormal  function  of  specific  brain  nuclei  or  classes  of  neurons;  in  others 
the  abnormality  is  unknown.  In  no  case  is  the  pathophysiological  process 
adequately  understood. 

Dystonic  movements  can  result  from  a number  of  causes.  Typical  torsion  spasms 
are  twisting  in  nature  and  usually  repetitive  in  occurrence.  The  symptom 
severity  and  natural  history  are  variable,  making  treatment  evaluation 
measures  and  prevalence  estimates  difficult.  Essential  tremor  is  among  the 
most  common  of  all  neurological  disorders.  It  is  generally  benign  in  course 
but  may,  at  times,  become  a significant  cause  of  disability. 

The  individual  cost  of  medical  care  in  these  neurological  disorders  and  the 
societal  costs  from  lost  or  diminished  function  can  be  considerable. 

RESEARCH  GOALS  AND  SCOPE 

Multidisciplinary  and  collaborative  studies  are  encouraged.  Experimental 
studies  may  focus  on  anatomical,  pathological,  biochemical,  physiological,  or 
pharmacological  aspects  of  any  of  these  diseases. 

There  is  particular  need  for  work  in  the  following:  (1)  more  precise 
definition  of  the  anatomical  and/or  physiological  lesion;  (2)  identification 
of  characteristic  abnormalities  in  non-neural  tissues,  such  as  blood,  skin,  or 
muscle,  that  are  more  amenable  to  biopsy  or  tissue  culture;  (3)  development  of 
animal  models,  experimental  or  genetic,  that  mimic  significant  aspects  of  a 
movement  disorder;  (4)  molecular  genetics;  and  (5)  advanced  neuroimaging 
research . 

Existing  therapies  for  the  movement  disorders  are,  in  general,  unsatisfactory. 
Many  drugs  currently  used  are  either  ineffective  over  long  periods  of  time  or 
associated  with  undesirable  side  effects.  For  this  reason,  experimental 
therapeutic  studies  on  animal  models  of  movement  disorders  and  studies  of 
appropriate  in  vivo  systems  are  encouraged. 


NIH  GUIDE  - Vol . 20,  No.  25,  June  28,  1991  - Page  9 


MECHANISMS  OF  SUPPORT 


Applicants  may  apply  for  the  research  project  grant  (R01),  research  program 
project  (P01),  research  center  grant  (P50),  and  First  Independent  Research 
Support  and  Transition  Award  (R29).  Prospective  applicants  are  encouraged  to 
communicate  with  the  Institute  staff  listed  at  the  end  of  the  announcement 
regarding  the  appropriate  funding  mechanism.  Both  basic  science  and  clinical 
investigations  are  encouraged  to  address  relevant  research  issues. 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  must  be  prepared  on  form  PHS  398  (revised  10/88)  according  to 
instructions  contained  in  the  application  kit.  Application  kits  are  available 
from  most  institutional  business  offices  and  may  be  obtained  from  the  Division 
of  Research  Grants  at  the  address  given  below: 

Office  of  Grants  Inquiries 
National  Institutes  of  Health 
Division  of  Research  Grants 
Westwood  Building,  Room  499 
5333  Westbard  Avenue 
Bethesda,  MD  20892 

Check  "yes"  in  item  two  on  the  face  sheet  of  the  application  and  type 
"Movement  Disorders,  PA-91 -72." 

Applicants  for  the  P01  or  P50  should  use  the  application  format  as  described 
in  the  NINDS  pamphlet,  "Application  Guidelines:  Program  Project  and  Clinical 
Research  Center  Grants"  (revised  10/89),  that  may  be  obtained  from  the 
contacts  listed  under  INQUIRIES. 

Applications  will  be  judged  on  scientific  merit  and  program  relevance  in 
accordance  with  NIH  policy  and  procedures  involving  peer  review.  An  initial 
review  will  be  made  by  an  appropriate  study  section  of  the  Division  of 
Research  Grants  for  research  grants  and  FIRST  awards,  and  by  an  appropriate 
institute  committee  for  program  projects  and  centers.  A second  level  of 
review  will  be  made  by  an  appropriate  national  advisory  council. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  pol icy  is  that  applicants  for  NIH/ADAMHA  cl inical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases , disorders  and  conditions  which  disproportionately  affect 
them . This  pol icy  is  intended  to  apply  to  males  and  females  of  all  ages . If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research , particularly  in  proposed  population -based  studies , a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial /ethnic  group . In  addit ion , gender  and  racial /ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scient if ic  objectives  of  the  study . This  information 
should  be  included  in  the  form  PHS  398  in  Section  2 , A~D  of  the  research  plan 
and  summarized  in  Section  2 , E , Human  Subjects . Appl ic ant s/offerors  are  urged 
to  assess  carefully  the  feasibility  of  incuding  the  broadest  possible 
represent at  ion  of  minority  groups . However , NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e., 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacif ic  Islanders , Blacks , Hispanics ) . 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  cl inical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology , epidemiology , prevention  ( and  preventive 
strategies) , diagnosis , or  treatment  of  diseases , disorders  or  conditions , 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply . 

Basic  research  or  clinical  studies  in  which  human  t issues  cannot  be  identified 
or  linked  to  individuals  are  excluded . However , every  effort  should  be  made 
to  include  human  tissues  from  women  and  rac ial /ethnic  minorities  when  it  is 
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important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  and  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

Deadlines  for  the  receipt  of  applications  are  February  1,  June  1,  and  October 
1 . 


The  original  and  six  copies  of  the  application  must  be  sent  directly  to: 


Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda , MD  20892** 


NIH  LIBRARY 


496  00479  7877 


INQUIRIES 


For  further  information  regarding  this  announcement,  potential  applicants 
should  write  or  call : 


Philip  H.  Sheridan,  M.D.,  Chief 
Developmental  Neurology  Branch 

Division  of  Developmental,  Convulsive,  and  Neuromuscular  Disorders 
NINDS 

Federal  Building,  Room  8C10 
Bethesda,  MD  20892 
Telephone:  (301)  496-6701 


or 

Eugene  J.  Oliver,  Ph . D . 

Division  of  Demyel inat ing , Atrophic,  and  Dementing  Disorders 
NINDS 

Federal  Building,  Room  806 
Bethesda,  MD  20892 
Telephone:  (301)  496-1431 

The  program  to  which  the  intended  grants  relate  is  described  in  the  Catalog  of 
Federal  Domestic  Assistance,  entry  number  93.853  - Clinical  Research  Related 
Neurological  Disorders,  and  93.854  - Biological  Basis  Research  in  the 
Neurosciences.  Grants  will  be  awarded  under  the  authority  of  the  Public 
Health  Service  Act,  Title  IV,  Section  301  (Public  Law  78-410,  as  amended;  42 
USC  241)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42 
CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 
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NOTICES 


ELIGIBILITY  REQUIREMENTS  FOR  FOGARTY  INTERNATIONAL  CENTER  FELLOWSHIPS  1 

Fogarty  International  Center 
Index:  FOGARTY  INTERNATIONAL  CENTER 

DISCONTINUATION  OF  THE  SPONSOR’S  SALARY  ON  PHYSICIAN  SCIENTIST  AWARDS 

AND  PHYSICIAN  SCIENTIST  PROGRAM  AWARDS  1 

National  Institutes  of  Health 
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NOTICES 


ELIGIBILITY  REQUIREMENTS  FOR  FOGARTY  INTERNATIONAL  CENTER  FELLOWSHIPS 

P.T.  22;  K.W.  0720005,  1014006 
Fogarty  International  Center 

The  Fogarty  International  Center  (FIC)  announces  a change  in  eligibility 
requirements  for  all  of  the  FIC- sponsored  fellowship  programs . FIC , in  1 ine 
with  other  NIH  fellowship  programs,  now  requires  that  all  fellowship 
recipients  hold  the  doctoral  level  degree  C e . g . , Ph , D . , M.D.,  D.D.S.,  D.V.M., 
and  O.D.)  prior  to  award  of  the  fellowship  that  is  usually  made  within  nine 
months  of  submission . The  previous  requirement  stated  that  the  degree  must 
have  been  obtained  prior  to  submission  of  the  fellowship  application.  This 
notice  applies  to  all  applicants  for  fellowships  sponsored  by  the  FIC  and  is 
effective  as  of  the  date  of  this  publication. 


DISCONTINUATION  OF  THE  SPONSOR'S  SALARY  ON  PHYSICIAN  SCIENTIST  AWARDS  AND 

PHYSICIAN  SCIENTIST  PROGRAM  AWARDS 

P.T.  34;  K.W.  1014006 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH)  will  discontinue  payment  of  the 
sponsor ' s salary  on  competing  Physician  Scientist  (K11)  and  Physician 
Scientist  Program  (K12)  awards  beginning  with  awards  from  fiscal  year  1992 
funds . 

Initial  review  groups  will  be  advised  to  disregard  requests  for  a sponsor ' s 
salary  in  Physician  Scientist  Award  appl icat ions  submitted  for  the  February  1 
and  June  1 , 1991  receipt  dates . Applications  for  Physician  Scientist  Awards 
submitted  for  the  October  1,  1991  and  subsequent  receipt  dates  may  not  contain 
a request  for  the  sponsor's  salary. 

The  NIH  will  continue  to  pay  existing  commitments  regarding  the  sponsor ' s 
salary  on  K11  and  K12  awards  made  before  fiscal  year  1992. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


STUDIES  TO  EVALUATE  THE  TOXIC  AND  CARCINOGENIC  POTENTIAL  OF  60  Hz  MAGNETIC 

FIELDS  IN  LABORATORY  ANIMALS 

RFP  AVAILABLE:  NIH-ES-92-11 

P.T.  34;  K.W.  1007009,  1013026,  0715035 

National  Institute  of  Environmental  Health  Sciences 

The  National  Institute  of  Environmental  Health  Sc iences  (NIEHS ) , National 
Institutes  of  Health  (NIH) , is  soliciting  proposals  for  studies  designed  to 
characterize  the  toxicity  and  carcinogenicity  of  60  Hz  sinusoidal  magnetic 
fields  in  Fischer  344  rats  and  B6C3F1  mice , to  determine  if  such  fields  alter 
pineal  function,  and  to  determine  if  such  fields  cause  developmental  or 
reproductive  toxicity . This  project  will  be  separated  into  two  phases . Phase 
1 will  be  a six-month  period  comprised  only  of  those  work  activities 
associated  with  procurement  of  equipment  and  materials  needed  to  construct  the 
exposure  and  monitoring  systems,  the  construction/renovation  of  the  exposure 
and  monitoring  systems,  and  the  developmental  effort  needed  to  determine  that 
the  systems  function  appropriately  and  will  meet  the  National  Toxicology 
Program  specifications . The  government  will  evaluate  the  results  of  Phase  1 
and  may  exercise  an  option  for  Phase  2 requirements . Phase  2 will  be  a 
four-year , six-month  period  involving  the  conduct  of  eight-week  and  1 04-week 
studies  in  which  animals  will  be  exposed  to  magnetic  fields  of  specified 
intensities  using  the  exposure  system  developed  in  Phase  1 . The  Government 
estimates  that  Phase  1 will  require  approximately  . 67  professional 
person-years  of  effort  and  .48  technical  person-years  of  effort.  Phase  2 will 
require  approximately  5.8  professional  person-years  of  effort  and  20.1 
technical  person-years  of  effort . All  responsible  sources  may  submit  a 
proposal  that  shall  be  considered  by  the  Agency. 
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The  Request  for  Proposals  NIH-ES-92-11  will  be  issued  on  July  15.  Responses 
will  be  due  by  close  of  business  September  13.  NIEHS  plans  to  make  one  award 
from  this  solicitation. 

Requests  for  the  Request  for  Proposals  must  reference  RFP  NIH-ES-92-11  and 
must  be  forwarded  to: 

National  Institute  of  Environmental  Health  Sciences 
Contracts  and  Procurement  Management  Branch,  OM 
ATTN:  Ms.  Mary  B.  Armstead,  Contracting  Officer 

79  T.W.  Alexander  Drive,  4401  Research  Commons  Building 
P.0.  Box  12874 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7893 


FAMILY  AND  GENETICS  STUDIES  OF  CARDIOVASCULAR  DISEASE  - FIELD  CENTERS 

RFP  AVAILABLE:  NHLBI-HC-91 -08 

P.T.  34;  K.W.  0715035,  1002019,  0411005 

National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  requires  three  to  five 
field  centers  to  initiate  a family  and  genetic  study  of  cardiovascular  disease 
(CVD)  within  existing  United  States  population  based  epidemiological  studies. 
The  centers  will  have  a total  of  approximately  6000  participants.  Centers  in 
the  areas  of  ultrasound,  electrocardiography,  and  pulmonary  function  are 
anticipated  within  the  field  centers'  solicitation.  The  objective  of  the 
proposed  contract  is  to  identify  and  evaluate  genetic  and  nongenetic 
determinants  of  familial  aggregation  of  cardiovascular  disease  and  risk 
factors.  The  period  of  performance  is  anticipated  for  four  years  beginning  in 
January  1992. 

This  is  an  announcement  of  the  availability  of  a Request  for  Proposals  (RFP) . 
RFP  NHLBI-HC-91 -08  will  be  available  on  or  about  July  8,  1991,  with  proposals 
due  September  9,  1991.  Three  to  five  awards  are  anticipated  by  the 
Government.  Offerors  other  than  U.S.  institutions  will  not  be  considered. 
Written  requests  for  this  RFP  must  include  three  (3)  mailing  labels, 
self-addressed,  and  must  cite  RFP  NHLBI -HC- 9 1 - 08 . 

Requests  for  copies  of  the  RFP  must  be  sent  to: 

Lisa  O'Neill 

Contracts  Specialist  for 
ECA  Contracts  Section 

National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  200 
Bethesda , MD  20892 


FAMILY  AND  GENETICS  STUDIES  OF  CARDIOVASCULAR  DISEASE  - BLOOD  LABORATORY 

RFP  AVAILABLE:  NHLBI-HC-91 -09 

P.T.  34;  K.W.  0715035,  1002019,  0411005,  0750010 
National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  requires  a central  blood 
laboratory  to  perform  tests  and  measurements  on  approximately  6000 
participants  involved  in  a family  and  genetic  study  of  cardiovascular  disease 
(CVD)  in  existing  United  States  population  based  epidemiological  studies.  The 
blood  tests  to  be  performed  are:  cholesterol,  HDL-cholesterol , triglycerides, 
apolipoproteins  phenotypes,  Lp( a) , fibrinogen,  factor  VII  activity,  PAI-1, 
chemistries  (urea,  uric  acid,  creatinine),  homocysteine,  insulin,  glucose, 
renin,  RBC,  Li/Na  countertransport,  and  hematology.  The  white  cells  and 
plasma  are  to  be  stored  for  later  molecular  genetic  studies.  The  period  of 
performance  is  anticipated  to  be  for  three  years,  nine  months  beginning  March 
1992. 

This  is  an  announcement  of  the  availability  of  a Request  for  Proposals  (RFP) . 
RFP  NHLBI-HC-91 -09  will  be  available  on  or  about  July  17,  1991,  with  proposals 
due  September  9,  1991.  One  award  is  anticipated  by  the  Government.  Offerors 
other  than  U.S.  institutions  will  not  be  considered.  Written  requests  must 
include  three  (3)  mailing  labels,  self-addressed,  and  must  cite  RFP 
NHLBI-HC-91 -09 . 
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Requests  for  copies  of  the  RFP  must  be  sent  to: 
Lisa  O'Neill 

Contracts  Specialist  for 
ECA  Contracts  Section 

National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  200 
Bethesda,  MD  20892 


SPEECH  PROCESSORS  FOR  AUDITORY  PROSTHESES 

RFP  AVAILABLE:  NIH-NIDCD-91 -02 

P.T.  39;  K.W.  0775005,  0790060,  0790030 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

The  National  Institute  of  Deafness  and  Other  Communication  Disorders  (NIDCD) 
has  a requirement  for  the  continued  design , development , and  evaluation  of 
speech  processors  for  use  with  implanted  auditory  prostheses  in  deaf  humans . 

The  NIDCD  supports  research  and  development  on  auditory  prostheses  for  deaf 
individuals . An  essential  component  of  all  auditory  prostheses  is  the  speech 
processor  whose  function  is  to  convert  the  wideband  electrical  signal  from  the 
microphone  to  an  information  condensed  signal  or  set  of  signals  for  driving 
the  individual  electrical  implant  stimulators  in  a manner  to  optimize  speech 
recognition  by  the  implant  user . At  the  present  time  there  are  several 
different  types  of  single  and  multichannel  auditory  prostheses  being  used  in 
human  subjects . These  include  both  monaural  and  binaural  cochlear  implants  as 
well  as  cochlear  nucleus  implants . Since  optimal  speech  processor  design 
depends , among  other  things , upon  both  the  implanted  electrode  design  and  the 
remaining  auditory  nervous  system  of  the  individual , it  is  important  in 
designing  speech  processors  to  do  so  for  specific  implant  designs  and  to  test 
them  with  a representative  cross  section  of  users . 

The  NIDCD  is  currently  supporting  two  different  speech  processor  contracts  to 
ensure  access  to  a sufficient  number  of  subjects  with  each  of  the  major 
auditory  prostheses  implant  designs . Only  a few  of  the  promising  speech 
processing  strategies  have  been  investigated , and  most  of  this  evaluation  has 
been  in  low  background  noise  environments.  Work  needs  to  be  extended  to 
permit  the  testing  and  evaluation  of  additional  speech  processing  techniques 
in  previously  implanted  patients  under  a range  of  signal -to-noise  conditions . 

This  requirement  represents  a recompetition  of  work  currently  being  performed 
under  contracts  with  Research  Triangle  Institute  and  The  University  of 
Melbourne,  Contract  Nos.  N01 -DC-9-2900  and  N01 -DC-9-2901 , respectively.  It  is 
expected  that  the  incumbent  contractors  will  recompete . 

The  contractor  will  be  required  to  come  to  Bethesda , Maryland , yearly  to 
present  progress  on  their  work  at  the  Neural  Prosthesis  Workshop  sponsored  by 
the  Neural  Prosthesis  Program . 

Multiple  awards  may  be  made , each  with  performance  periods  not  exceeding  three 
years . 

This  is  not  a Request  for  Proposals.  RFP  No.  NIH-NIDCD-91 -02  will  be  issued 
on  or  about  July  5 , 1991 , with  responses  due  on  or  about  September  30 , 1991 . 

To  receive  a copy  of  the  RFP , please  submit  a written  request  to  the  following 
address  and  supply  this  office  with  two  self-addressed  mail ing  labels : 

Contracting  Officer 

Contracts  Management  Branch,  DEA 

Nat ional  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  901 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Attention:  RFP  No.  NIH-NIDCD-91 -02 

All  responsible  sources  may  submit  a proposal  that  shall  be  considered  by  the 
Government . 
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STRUCTURAL  BIOLOGY  AS  APPLIED  TO  THE  PROBLEM  OF  TARGETED  DRUG  DESIGN.  WITH 

POTENTIAL  APPLICABILITY  TO  THE  TREATMENT  OF  AIDS 


RFA  AVAILABLE:  GM-91-02 

P.T.  34;  K.W.  0715008,  0755025,  0790015 

National  Institute  of  General  Medical  Sciences 

Application  Receipt  Date:  March  18,  1992 

PURPOSE 

The  National  Institutes  of  Health  (NIH)  announces  its  interest  in  receiving 
applications  to  apply  modern  techniques  of  molecular  structure  determination 
and  analysis  for  the  purpose  of  developing  new  approaches  to  drug  design,  with 
potential  applicability  to  the  treatment  of  HIV  infection  and  AIDS.  However, 
innovative  approaches  to  the  problem  of  drug  design  using  other  appropriate 
systems  will  be  welcomed. 

BACKGROUND 

In  1987,  the  National  Institutes  of  General  Medical  Sciences  (NIGMS)  initiated 
a program  to  support  groups  interested  in  developing  the  area  of 
structure-based  drug  design  with  specific  emphasis  on  the  use  of  AIDS-related 
systems.  The  structures  of  several  proteins,  such  as  the  HIV  protease, 

RNaseH,  and  the  CD4  receptor  have  now  been  determined,  and  more  will  soon 
become  available.  Using  these  structures,  and  supported  by  both  the  NIGMS  and 
other  funding  programs,  efforts  are  now  under  way  in  many  laboratories  to 
design  drugs  effective  in  the  treatment  of  HIV  infection  and  AIDS.  At  NIH, 
structural  biology  studies  are  primarily  supported  by  NIGMS;  drug  design 
utilizing  protein  structural  information  is  supported  by  both  the  NIGMS  and 
National  Institute  of  Allergy  and  Infectious  Diseases. 

Notwithstanding  the  advances  that  have  been  made,  the  number  of  proteins  with 
structures  determined  to  high  resolution  is  quite  small  and  the  limiting  step 
in  the  process  of  drug  design  remains  the  lack  of  general izable , efficient, 
and  reproducible  approaches  for  the  use  of  macromolecular  structures. 
Consequently,  we  would  like  to  encourage  applications  from  any  research  groups 
with  an  interest  in  developing  the  concepts  and  methodologies  of 
structure-based  drug  design.  The  intent  of  this  program  remains  the 
development  of  drugs  for  the  treatment  of  HIV  infection  and  AIDS.  However, 
because  basic  research  on  targeted  drug  design  will  be  broadly  applicable  and 
information  gained  will  be  relevant  to  the  design  of  AIDS  drugs,  any 
macromolecular  targets  that  will  facilitate  the  development  of  these 
approaches  will  be  acceptable. 

Broadly,  the  research  goals  are  to  stimulate  the  organization  of 
multidisciplinary  groups  centered  around  studies  related  to  structural  biology 
in  order  to  develop  approaches  to  targeted  drug  design.  The  central 
disciplines  are  those  such  as,  for  example,  X-ray  crystallography,  NMR , and 
theoretical  chemistry  as  related  to  molecular  modelling.  To  be  effective, 
these  must  be  aided  and,  to  some  degree,  guided  by  modern  research  in 
molecular  biology  and  pharmacology. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  will  be  the  program  project  grant  (P01).  It  is 
expected  that  three  or  more  investigators,  all  pursuing  independent  but 
interrelated  projects,  will  be  involved.  One  scientist  must  be  designated  by 
the  applicant  institution  as  Principal  Investigator  and  must  bear  the 
responsibility  for  the  scientific  and  fiscal  management  of  the  program  project 
grant.  Most  of  the  collaborating  scientists  should  be  independent 
investigators.  For  example,  the  support  of  one  senior  investigator  and 
several  postdoctoral  and  research-associate  level  scientists  is  not 
appropriate  as  a program  project  application.  Equipment  and  other  core 
resources  necessary  for  the  accomplishment  of  the  objectives  of  the  program 
project  grant  may  be  requested. 

Informal  interaction  and  exchange  of  information  between  all  groups  in  the 
program  is  expected.  All  awardees  are  expected  to  participate  in  a yearly 
conference . 

It  is  anticipated  that  six  to  ten  applications  will  be  funded.  This  support 
level  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of 
high  scientific  merit.  The  total  project  period  for  applications  submitted  in 
response  to  the  RFA  may  not  exceed  five  years.  The  anticipated  award  date 
will  be  September  1,  1992. 
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To  receive  the  complete  RFA  please  write: 

Marvin  Cassman,  Ph . D . 

National  Institute  of  General  Medical  Sciences 

National  Institutes  of  Health 

Westwood  Building,  Room  922 

Bethesda,  MD  20892 

Telephone:  (301)  496-0186 

For  fiscal  and  administrative  matters,  contact: 

Ms . Ann  Calure 

Supervisory  Grants  Management  Special ist 
Westwood  building,  Room  953 

National  Institute  of  General  Medical  Sciences 
National  Institutes  of  Health 
Bethesda,  MD  20892 
Telephone:  (301)  496-7746 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No . 
93.821 . Grants  will  be  awarded  under  the  authority  of  the  Public  Health 
Service  Act,  Title  III,  Section  301,  (Public  Law  78-410,  as  amended;  42  USC 
241 ) and  administered  under  PHS  grants  pol icies  and  Federal  Regulations  at  42 
CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  1 2372  or  Health 
Systems  Agency  review . 


ONGOING  PROGRAM  ANNOUNCEMENTS 


DRUG  ABUSE  PREVENTION  RESEARCH  GRANT  ANNOUNCEMENT 

PA:  PA-91-73 

P.T.  34;  K.W.  0404009,  0745027,  0755030,  0411005 

National  Institute  on  Drug  Abuse 

PURPOSE 

At  the  National  Institute  on  Drug  Abuse  (NIDA) , prevention  research  includes : 

( 1 ) et iologic  research  that  seeks  to  identify  those  biologic , genetic , 
psychosocial , and  environmental  factors  that  may  place  individuals , families , 
or  communities  at  risk  for,  or  that  may  buffer  or  protect  against , drug  use 
onset , progression  to  dependency , and  the  consequences  of  drug  abuse ; and  (2) 
preventive  intervention  research  that  seeks  to  develop  and  test  theory-based 
prevention  strategies  to  prevent  the  onset  and  progression  of  drug  use  and 
abuse . 

RESEARCH  OBJECTIVES 

The  primary  object ives  of  the  NIDA  et iologic  research  program  are  to : 
identify  the  common  et iologic  pathways  to  drug  abuse  and  the  critical  factors 
involved ; determine  the  factors  that  may  predispose  or  protect  an  individual 
from  initiation,  escalation , and  maintenance  of  drug  abuse ; and  develop  and 
test  theories  and  models  of  etiologies  of  drug  abuse . 

The  primary  objective  of  drug  abuse  preventive  intervention  research  is  to 
apply  our  scientific  understanding  of  the  causes  of  drug  use  onset  and 
progression  to  the  design , development , and  testing  of  theory-based  prevention 
interventions  focused  upon  the  individual,  family,  peer  group,  and  community 
( school , workplace , and  neighborhood) . 

MECHANISM  OF  SUPPORT 

Support  mechanisms  include : Research  Projects  (R01 ) and  First  Independent 
Research  Support  and  Transition  (FIRST)  Awards  (R29).  These  support 
mechanisms  represent  those  currently  authorized  and  are  subject  to  revision 
and  reannouncement  as  the  advances  in  a particular  science  dictate  new  and 
unique  ways  for  advancing  our  knowledge  base.  Most  invest igator- init iated 
research  is  supported  by  research  grants  (R01 ) . Research  grants  are  awarded 
to  institutions  on  behalf  of  Principal  Investigators  who  have  designed  and 
will  direct  a spec  if ic  project  or  set  of  projects . For  details  on  a 
particular  support  mechanism  or  program , please  contact  the  program  staff 
1 isted  at  the  end  of  this  announcement . 
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ELIGIBILITY 


Applications  may  be  submitted  by  public  or  private,  nonprofit  or 
profit-making,  organizations  such  as  universities,  colleges,  hospitals, 
laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  government.  Women  and  minority  investigators  are  encouraged  to 
apply . 

APPLICATION  PROCEDURES 


Applicants  must  use  the  current  version  of  the  research  grant  application  form 
PHS  398  Crev.  10/88).  The  number  and  title  of  this  announcement,  "PA-91 -73 
Drug  Abuse  Prevention  Research  Announcement,"  must  be  typed  in  item  number  2 
of  the  face  page  of  the  PHS  398  application  form. 


Application  kits  containing  the  necessary  forms  and  instructions  may  be 
obtained  from  business  offices  or  offices  of  sponsored  research  at  most 
universities,  colleges,  medical  schools,  and  other  major  research  facilities. 
If  such  a source  is  not  available,  the  following  office  may  be  contacted  for 
the  PHS  398  application  kit: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  290 
5333  Westbard  Avenue 
Bethesda,  MD  20852 
Telephone:  (301)  996-7491 


The  signed  original  and  six  permanent  legible  copies  of  the  completed 
application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

RECEIPT  AND  REVIEW  SCHEDULE 


Receipt  Dates  Initial 

New/Renewal  Review 


Advisory  Council  Earliest 

Review  Start  Date 


June  1/July  1* 
Oct . 1/Nov. 1* 
Feb. 1 /Mar . 1* 


Oct . /Nov . 
Feb . /March 
May/June 


Jan . /Feb . 
May/June 
Sept . /Oct . 


April 

June 

December 


*Amended  applications  (new  or  renewal)  are  to  be  submitted  on  these  dates. 


REVIEW  PROCESS  AND  CRITERIA 


The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of 
applications  for  most  discretionary  PHS  grant  programs.  Applications  received 
under  this  announcement  will  be  assigned  to  an  initial  review  group  (IRG)  in 
accordance  with  established  Public  Health  Service  Referral  Guidelines.  The 
IRG,  consisting  primarily  of  non-Federal  scientific  and  technical  experts, 
will  review  the  applications  for  scientific  and  technical  merit.  Notification 
of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial 
review.  Applications  will  receive  a second-level  review  by  the  appropriate 
National  Advisory  Council  whose  review  may  be  based  on  policy  as  well  as 
scientific  merit  considerations.  Only  applications  recommended  for  approval 
by  the  Council  may  be  considered  for  funding. 

Criteria  for  scientific/technical  merit  review  of  applications  will  include 
the  following:  significance  and  originality  from  a scientific  or  technical 
standpoint  of  the  goals  of  the  proposed  research;  adequacy  of  the  research 
methodology  proposed  to  carry  out  the  study;  feasibility  of  the  proposed 
research;  qualifications  and  research  experience  of  the  Principal  Investigator 
and  other  key  research  personnel;  availability  of  adequate  facilities,  other 
resources,  and  collaborative  arrangements  necessary  for  the  research; 
appropriateness  of  budget  estimates  for  the  proposed  research  activities; 
responsiveness  to  NIH/ADAMHA  policy  on  the  inclusion  of  women  and  minorities 
in  study  populations;  and  adequacy  of  provisions  for  the  protection  of  human 
subjects . 
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SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  ADAMHA  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 


Applications  for  ADAMHA  grants  and  cooperative  agreements  are  required  to 
include  both  women  and  minorities  in  study  populations  for  clinical  research, 
unless  compelling  scientific  or  other  justification  for  not  including  either 
women  or  minorities  is  provided.  This  requirement  is  intended  to  ensure  that 
research  findings  will  be  of  benefit  to  all  persons  at  risk  of  the  disease, 
disorder,  or  condition  under  study.  For  the  purpose  of  these  policies, 
clinical  research  involves  human  studies  of  etiology,  treatment,  diagnosis, 
prevention,  or  epidemiology  of  diseases,  disorders  or  conditions,  including 
but  not  limited  to  clinical  trials;  and  minorities  include  U.S.  racial/ethnic 
minority  populations  (specifically,  American  Indians  or  Alaskan  Natives , 
Asian/Pacific  Islanders,  Blacks,  and  Hispanics). 

ADAMHA  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical 
research  projects  to  include  representation  of  the  full  array  of  U.S. 
racial/ethnic  minority  populations.  However,  applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups. 

Applications  should  include  a description  of  the  composition  of  the  proposed 
study  population  by  gender  and  rac ial/ethnic  group,  and  the  rationale  for  the 
numbers  and  kinds  of  people  selected  to  participate.  This  information  should 
be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan  AND 
summarized  in  Section  2,  E,  Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority 
representation  appropriate  to  the  scientific  objectives  of  the  work  proposed. 
If  representation  of  women  or  minorities  in  sufficient  numbers  to  permit 
assessment  of  differential  effects  is  not  feasible  or  is  not  appropriate,  the 
reasons  for  this  must  be  explained  and  justified.  The  rationale  may  relate  to 
the  purpose  of  the  research , the  health  of  the  subjects , or  other  compelling 
circumstances  ( e . g . , if  in  the  only  study  population  available  there  is  a 
disproportionate  representation  in  terms  of  age  distribution,  risk  factors , 
incidence/prevalence,  of  one  gender  or  minority/majority  group). 

For  foreign  awards , the  pol icy  on  inclusion  of  women  appl ies  fully ; since  the 
definition  of  minority  differs  in  other  countries , the  appl icant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned . Peer  reviewers  will  address  specifically 
whether  the  research  plan  in  the  application  conforms  to  these  pol icies . If 
gender  and/or  minority  representation/ just  if icat ion  are  judged  to  be 
inadequate , reviewers  will  consider  this  as  a deficiency  in  assigning  the 
priority  score  to  the  application. 

All  applications/proposals  for  clinical  research  submitted  to  ADAMHA  are 
required  to  address  these  policies.  ADAMHA  funding  components  will  not  award 
grants  that  do  not  comply  with  these  policies . 

AWARD  CRITERIA 

Applications  recommended  for  approval  by  the  appropriate  National  Advisory 
Council  will  be  considered  for  funding  on  the  basis  of  overall  scientific  and 
technical  merit  of  the  research  as  determined  by  peer  review , Institute 
program  needs,  and  availability  of  funds. 

INQUIRIES 

Further  information  and  consultation  on  program  requirements  relevant  to 
prevention  research  can  be  obtained  from : 

Dr.  Zili  Amsel 

Acting  Director,  Division  of  Epidemiology  and  Prevention  Research 
Additional , research  program  information  can  be  obtained  from : 

Dr . Meyer  Glantz 

Acting  Chief,  Epidemiology  Research  Branch 
and 
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Dr.  William  Bukoski 

Acting  Chief,  Prevention  Research  Branch 

National  Institute  on  Drug  Abuse 

5600  Fishers  Lane 

Rockwall  II,  Suite  615 

Rockville,  MD  20857 

Telephone:  (301)  443-1514 

For  administrative  and  fiscal  matters,  contact: 

Ms.  Shirley  McKenney 
Chief,  GMB 

National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  8A-52 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.279.  Grants  will  be  awarded  under  the  authority  of  section  310  and  515  of 
the  Public  Health  Service  Act,  as  amended  (42  USC  241  and  290  cc)  and 
administered  in  accordance  with  the  PHS  Grants  Policy  Statement  and  Federal 
regulations  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject 
to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or 
Health  Systems  Agency  review. 


RESEARCH  ON  DISABILITIES  AND  REHABILITATION  SERVICES  FOR  PERSONS  WITH  SEVERE 

MENTAL  DISORDERS 

PA:  PA-91-74 

P.T.  34;  K.W.  0715129,  0415001,  0730050 
National  Institute  of  Mental  Health 

The  National  Institute  of  Mental  Health  (NIMH)  invites  applications  that  use 
any  of  the  available  research  grant  mechanisms  for  studies  relevant  to 
research  on  disabilities  resulting  from  severe  mental  disorders  as  well  as  on 
rehabilitation  services  for  persons  with  severe  mental  disorders.  This 
announcement  implements  the  research  agenda  recommended  in  "Caring  for  People 
with  Severe  Mental  Disorders:  A National  Plan  of  Research  to  Improve  Services 
(NIMH  National  Plan) .» 

Applications  may  be  submitted  by  any  public  or  private,  nonprofit  or 
for-profit  organizations  such  as  universities,  colleges  hospitals, 
laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Women  and  minority  investigators  are  encouraged  to 
apply. 

Applications  for  this  grant  are  encouraged  to  include  both  women  and 
minorities  in  study  populations,  unless  scientific  evidence  or  other 
justification  for  not  including  them  is  provided.  This  requirement  is 
intended  to  ensure  that  the  research  findings  will  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder,  or  condition  under  study.  For  the 
purpose  of  these  policies,  clinical  research  involves  human  studies  of 
etiology,  treatment,  diagnosis,  prevention,  or  epidemiology  of  diseases, 
disorders,  or  conditions,  including,  but  not  limited  to,  clinical  trials;  and 
minorities  include  U.S.  racial/ethnic  minority  populations  (specifically 
American  Indians  or  Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  and 
Hispanics ) . 

ADAMHA  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical 
research  projects  to  include  representation  of  the  full  array  of  U.S. 
racial/ethnic  minority  populations.  However,  applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups. 

Applications  should  include  a description  of  the  composition  of  the  proposed 
study  population  by  gender  and  racial/ethnic  group,  and  the  rationale  for  the 
numbers  and  kinds  of  people  selected  to  participate.  This  information  should 
be  included  in  the  form  PHS  398,  Section  2,  A-D  of  the  Research  Plan  and 
summarized  in  Section  2,  E,  Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority 
representation  appropriate  to  the  scientific  objectives  of  the  work  proposed. 
If  representation  of  women  or  minorities  in  sufficient  numbers  to  permit 
assessment  of  differential  effects  is  not  feasible  or  appropriate , the  reasons 
for  this  must  be  explained  and  justified.  The  rationale  may  relate  to  the 
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purpose  of  the  research,  the  health  of  the  subjects,  or  other  compelling 
circumstances  ( e . g . , if  in  the  only  subject  population  available  there  is  a 
disproportionate  representation  in  terms  of  age  distribution,  risk  factors, 
incidence/prevalence , etc  . , of  one  gender  or  minor it y /major it y group) . 

If  the  required  information  is  not  contained  within  the  application,  the 
review  will  be  deferred  until  it  is  complete.  Peer  reviewers  will  address 
specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  gender  and/or  minority  representation/ justif ication  are  judged 
to  be  inadequate , the  reviewers  will  consider  this  as  a deficiency  in 
assigning  the  priority  score  to  the  appl ication . 

All  applications/proposals  for  clinical  research  submitted  to  ADAMHA/NIMH  are 
required  to  address  these  policies . ADAMHA/NIMH  funding  components  will  not 
award  grants  that  do  not  comply  with  these  policies. 

Appl icants  should  also  be  aware  that  the  Department  of  Health  and  Human 
Services  has  regulations  for  the  protection  of  human  subjects  and  has 
developed  additional  regulations  for  the  protection  of  children . A copy  of 
these  regulations,  45  CFR  46,  Protection  of  Human  Subjects,  is  available  from 
the  Office  for  Protection  from  Research  Risks , National  Institutes  of  Health , 
Building  31,  Room  5B59,  Bethesda,  Maryland  20892. 

Applications  will  be  received  under  the  usual  PHS  receipt  and  review  schedule . 
Applications  will  be  reviewed  by  an  initial  review  group  CIRG)  consisting 
primarily  of  non-Federal  scientific  and  technical  experts . Appl icat ions  will 
receive  a second-level  review  by  the  appropriate  Advisory  Council  based  on 
policy  considerations  as  well  as  scient if ic  merit . Only  appl icat ions 
recommended  for  approval  by  Council  may  be  considered  for  funding. 

All  research  appl icants  must  use  the  current  version  of  the  grant  appl ication 
form  PHS  398  (rev . 1 0/88 ) . Support  may  be  requested  for  a period  of  up  to 
five  years.  Annual  awards  will  be  made  subject  to  continued  availability  of 
funds  and  progress  achieved . A competing  supplemental  appl ication  may  be 
submitted  during  an  approved  period  of  support  to  expand  the  scope  or  protocol 
of  a project  during  the  approved  period . A competing  continuation  ( i . e . , 
renewal ) application  may  be  submitted  before  the  end  of  an  approved  period  of 
support  to  continue  a project . 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct 
research  projects , including  direct  costs  that  can  be  specifically  identified 
with  the  project  and  allowable  indirect  costs  of  the  institution . Funds  may 
not  be  used  to  establish,  add  a component  to , or  operate  a treatment , 
rehab il it at ion , or  prevention  intervention  service  program . Support  for 
research -related  treatment , rehab il it at ion , or  prevention  services  and 
programs  may  be  requested  only  for  costs  required  by  the  research . These 
costs  must  be  justified  in  terms  of  research  objectives , methods , and  designs 
that  promise  to  yield  general izable  knowledge  and/or  make  signif icant 
contributions  to  theoretical  concepts . 

In  fiscal  year  1990,  the  Services  Research  Branch  of  the  NIMH  Division  of 
Applied  and  Services  Research  funded  approximately  $1,500,000  in 
rehabil itat ion  services  and  disabil ity  research . During  f iscal  year  1 990 , the 
NIMH  Division  of  Clinical  Research  funded  approximately  $1,000,000  in 
disability  and  rehabil itat ion  research . However , the  amount  of  funding  will 
depend  on  appropriated  funds  and  program  priorities  at  the  time  of  the  award . 

Copies  of  this  full  announcement  and  additional  information  may  be  obtained  by 
contacting : 

Cille  Kennedy,  Ph . D . , or  Charles  Windle,  Ph . D . 

Services  Research  Branch 

Division  of  Applied  and  Services  Research 
Parklawn  Building , Room  18C-14 
Telephone:  (301)  443-1330  (Dr.  Kennedy) 

(301)  443-4233  (Dr.  Windle) 

H . A1 ice  Lowery 
Division  of  Clinical  Research 
Parklawn  Building , Room  10C-06 
Telephone:  (301)  443-3524 
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For  further  information  on  grants  management  issues, 
contact : 

Stephen  J.  Hudak 

Chief,  Grants  Management  Section 
Parklawn  Building,  Room  7C-23 
Telephone:  (301)  443-4596 


applicants  should 


3 1496  00424  7956 


The  mailing  address  for  the  above  NIMH  staff  is: 


National  Institute  of  Mental  Health 
5600  Fishers  Lane 
Rockville,  MD  20857 


Under  authority  of  Section  301  of  the  Public  Health  Service  Act  (42  U.S.C. 
241),  and  Catalog  of  Federal  Domestic  Assistance  93.242. 


ERRATA 


ADULT  AIDS  CLINICAL  TRIALS  UNITS 

RFA : AI-91-07 

P.T.  34;  K.W.  0715008,  0755015 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Adult  AIDS  Clinical  Trials  Units  (NIH  Guide  for  Grants  and  Contracts,  Vol . 
20,  No.  18,  May  3,  1991,  page  3)  states  that  only  one  optional  component  for 
Other  Clinical  Developmental  Research  will  be  accepted  per  application.  This 
statement  is  amended  to  read:  applicants  for  Part  A will  be  eligible  to  apply 
for  two  component  projects  in  Other  Clinical  Developmental  Research  (Part 
C.6);  however,  they  must  be  in  different  disciplines  (e.g.,  neurology  and 
mycology).  Each  application  in  response  to  Part  C.6  will  be  limited  to 
$100,000  in  annual  direct  costs  for  each  of  the  projects. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  Maryland  20816 
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NOTICE  OF  MAILING 
CHANGE 

□ Check  here  if  you  wish  to 
discontinue  receiving  this 
publication 


□ Check  here  if  your  address  has 
changed  and  you  wish  to  con- 
tinue receiving  this  publication. 
Make  corrections  below  and 
mail  this  page  to: 


NIH  Guide 

Printing  & Reproduction  Branch 
National  Institutes  of  Health 
Room  B4BN08,  Building  31 
Bethesda,  Maryland  20892 


U.S.  DEPARTMENT  OF  HEALTH 
AND  HUMAN  SERVICES 
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The  NIH  Guide  announces  scientific 
initiatives  and  provides  policy  and 
administrative  information  to  indivi 
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be  kept  informed  of  opportunities, 
requirements,  and  changes  in  extra- 
mural programs  administered  by  the 
National  Institutes  of  Health. 
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NOTICES 


COOPERATIVE  AGREEMENTS  AS  THE  AWARD  INSTRUMENT  FOR  CERTAIN  NHLBI 

CLINICAL  TRIALS  AND  LARGE-SCALE  EPIDEMIOLOGICAL  STUDIES  1 

National  Heart,  Lung,  and  Blood  Institute 
Index:  HEART,  LUNG,  BLOOD 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


PROGRAM  PROJECTS  ON  NEW  METHODS  OF  IMMUNE  INTERVENTION  (RFA  AI-91-11)  2 

National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  ALLERGY,  INFECTIOUS  DISEASES 


ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  ON  RELATIONSHIPS  BETWEEN  ALCOHOL  USE  AND  SEXUAL  BEHAVIORS 


ASSOCIATED  WITH  HIV  TRANSMISSION  (PA-91 -75)  H 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Index:  ALCOHOL  ABUSE,  ALCOHOLISM 

THE  STUDY  OF  THE  ETIOLOGY  AND  PATHOGENESIS  OF  CELIAC  DISEASE, 

GLUTEN  SENSITIVE  ENTEROPATHY  (PA-91 -76)  7 


National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  DIABETES,  DIGESTIVE  DISEASES,  KIDNEY  DISEASES,  ALLERGY, 

INFECTIOUS  DISEASES 


FOGARTY  INTERNATIONAL  RESEARCH  COLLABORATION  AWARD  (PA-91 -77)  10 

Fogarty  International  Center 
Index:  FOGARTY  INTERNATIONAL  CENTER 


NOTICES 


COOPERATIVE  AGREEMENTS  AS  THE  AWARD  INSTRUMENT  FOR  CERTAIN  NHLRI  CLINICAL 

TRIALS  AND  LARGE-SCALE  EPIDEMIOLOGICAL  STUDIES 

P.T. 

National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  announces  that  any  new 
invest igator- initiated  clinical  trial  or  epidemiological  study  in  which  direct 
costs  exceed  $500,000  in  any  year  (at  a single  institution  or  in  the  aggregate 
for  multi- institutional  collaborative  studies)  will  usually  be  awarded  only  as 
a cooperative  agreement. 

The  cooperative  agreement  is  an  assistance  instrument  similar  in  most  ways  to 
a grant.  It  differs  in  that  in  addition  to  the  standard  stewardship  role,  an 
Institute  program  scientist  is  expected  to  have  a continuing  substantive  role 
in  one  or  more  programmatic  aspects  of  the  study,  in  an  assisting,  not  a 
directing,  relationship.  The  type  and  degree  of  such  involvement  is  to  be 
appropriate  to  the  specific  cooperative  agreement  and  is  described  in  a 
document  accompanying  the  award  statement.  When  an  invest igator- initiated 
application  results  in  a cooperative  agreement,  the  awardee  will  have  lead 
responsibilities  in  all  aspects  of  the  study,  including  any  modification  of 
study  design , conduct  of  the  study , quality  control , and  analysis  of  results . 
The  Institute  program  scientist  may  have  assistance  roles  in  one  or  more  of 
these  areas  and  will  have  a shared  lead  responsibility  in  facilitating  the 
interim  data  and  safety  monitoring . 

As  in  the  past , potential  appl icants  for  research  of  this  scope  and  scale  are 
encouraged  to  contact  NHLBI  staff  prior  to  making  detailed  plans  for  their 
application  or  submitting  their  application. 
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Questions  regarding  this  notice  may  be  directed  to: 

Peter  Frommer,  M.D. 

Deputy  Director 

National  Heart,  Lung,  and  Blood  Institute 
Building  31 , Room  5A-49 
Bethesda,  MD  20892 
Telephone:  (301)  *496-1078 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


PROGRAM  PROJECTS  ON  NEW  METHODS  OF  IMMUNE  INTERVENTION 

RFA  AVAILABLE:  AI-91-11 
P.T. 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  August  22,  1991 
Application  Receipt  Date:  November  19,  1991 

BACKGROUND 

The  Basic  Immunology  Branch,  Division  of  Allergy,  Immunology  and 
Transplantation , of  the  National  Institute  of  Allergy  and  Infectious  Diseases 
(NIAID)  supports  fundamental  research  that  expands  recent,  major  advances  in 
the  field  of  immunology  and  leads  to  the  clinical  application  of  those 
advances.  The  remarkable  progress  in  understanding  the  immune  system  in 
health  and  disease  has  created  a wealth  of  potential  for  the  treatment  and 
prevention  of  human  illness.  It  is  also  evident  that  a void  exists  between 
the  new  information  and  new  experimental  approaches  generated  by  basic 
research  and  the  effective  use  of  recent  information  to  develop  methods  and 
procedures  for  clinical  application.  This  Request  for  Applications  (RFA)  is 
intended  to  encourage  the  submission  of  applications  from  collaborating 
investigators  that  include  prospective  clinical  significance  as  a factor  in 
the  design  and  execution  of  the  research.  The  ultimate  goal  of  these  program 
project  grants  is  to  develop  new  approaches  to  the  treatment  and/or  prevention 
of  human  autoimmune,  allergic,  and  inflammatory  diseases. 

RESEARCH  GOALS  AND  SCOPE 

Major,  recent  advances  in  our  knowledge  have  indicated  that,  for  example, 
immunodominant  (Class  I-  and  Class  II-reactive)  peptides  and  idiotypes  of 
T-cell  receptors  (prospective  "vaccines”),  and  cell  adhesion  molecules  and 
lymphocyte  homing  receptors  may  be  valuable  tools  in  treating  illness.  The 
prospects  for  the  use  of  immunodominant  major  histocompatibility  complex 
peptides , idiotypic  pept ides , and  ant i- idiotype  monoclonal  antibodies  or 
T-cell  clones  to  treat  autoimmune  diseases  are  particularly  promising . The 
reason  for  optimism  is  that,  in  several  experimental  autoimmune  disease 
models , the  disease  results  from  the  autoaggressive  actions  of  a highly 
restricted  number  of  T-cell  clones.  There  likewise  appear  to  be  opportunities 
to  employ  cell  adhesion  molecules  and  lymphocyte  homing  receptors  to  treat 
inflammation,  various  infections,  and  asthma.  An  approach  that  appears 
unusually  promising  in  altering  the  course  of  autoimmune  and  allergic  diseases 
is  the  induction  of  oral  tolerance  by  appropriate  tolerogenic  substances . The 
scope  of  these  program  project  grants  includes  all  aspects  of  research 
concerned  with  the  treatment  or  prevention  of  model  experimental  autoimmune , 
allergic , and  inflammatory  disorders . Studies  involving  valid  in  vitro  models 
are  appropriate.  Investigations  that  involve  human  subjects  or  human 
materials  are  welcome. 

SPECIAL  INSTRUCTIONS  FOR  THE  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

The  following  is  a brief  statement  of  the  NIH  and  ADAMHA  policy  regarding  the 
inclusion  of  women  and  minorities  in  study  populations . The  inclusion  of 
women  and  minorities  must  be  addressed  in  clinical  applications  submitted  in 
response  to  this  RFA. 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  must  be  provided . Application  without  such  document at ion  will 
not  be  accepted  for  review. 
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MECHANISM  OF  SUPPORT 


Program  project  (P01)  grants  are  awarded  to  an  institution  on  behalf  of  a 
program  director  for  the  support  of  a broadly  based,  multidisciplinary, 
long-term  research  program  that  has  a specific  major  goal  or  basic  theme.  A 
program  project  involves  the  organized  efforts  of  groups  of  investigators  who 
conduct  research  projects  related  to  the  overall  program  goal.  The  grant  can 
provide  support  for  the  projects  and  for  certain  basic  resources  shared  by 
individuals  in  the  program  project  if  sharing  facilitates  the  total  research 
effort.  Each  project  supported  by  a program  project  grant  is  expected  to 
contribute  to  and  be  directly  related  to  the  common  theme  of  the  program.  The 
projects,  under  the  direction  of  a Principal  Investigator,  must  demonstrate  an 
essential  element  of  unity  and  interdependence.  In  Fiscal  Year  1992,  the 
NIAID  plans  to  award  at  least  two  program  project  grants  submitted  in  response 
to  this  RFA  and,  depending  on  availability  of  funds  and  scientific  merit,  more 
than  two.  Budgetary  requests  must  be  limited  to  no  more  than  $500,000  direct 
costs  per  year. 

ELIGIBILITY 

Only  domestic  institutions  are  eligible  to  apply. 

METHOD  OF  APPLYING 

Applications  may  be  submitted  by  any  domestic,  public  or  private,  nonprofit  or 
profit-making,  organizations.  Before  preparing  an  application,  the 
prospective  applicant  should  request  a copy  of  the  NIAID  Information  Brochure 
on  Program  Project  and  Center  Grants  from: 

Olivia  Preble,  Ph.D. 

Allergy,  Immunology  and  Transplantation  Research  Committee 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institutes  of  Health 

Westwood  Building,  Room  3A-07 

Bethesda,  MD  20892 

Telephone:  (301)  496-3528 

STAFF  CONTACT 

A more  detailed  RFA  may  be  obtained  from: 

Joseph  F.  Albright,  Ph.D. 

Chief,  Basic  Immunology  Branch 

Division  of  Allergy,  Immunology  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institutes  of  Health 

5333  Westbard  Avenue,  Room  757 

Bethesda,  MD  20892 

Telephone:  (301)  496-7551 

Telefax:  (301)  402-0175 

Inquiries  regarding  fiscal  matters  may  be  addressed  to: 

Mr.  Jeffrey  Carow 

Chief,  Immunology  Grants  Management  Section 
GMB,  DEA 

National  Institute  of  Allergy  and  Infectious  Diseases 
Westwood  Building,  Room  726 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

Prospective  applicants  are  asked  to  submit  by  August  22,  1991,  a letter  of 
intent  that  includes  a descriptive  title  of  the  overall  proposed  research,  the 
name  of  the  Principal  Investigator,  and  a list  of  the  names  of  key 
investigators  and  their  institution(s) . The  letter  of  intent  is  requested  in 
order  to  provide  an  indication  of  the  number  and  scope  of  applications  to  be 
reviewed  to  allow  early  preparations  for  review,  as  well  as  to  promote  early 
interactions  between  applicants  and  NIAID  staff.  The  letter  of  intent  is  not 
binding  and  does  not  commit  the  sender  to  submit  an  application,  nor  is  it  a 
requirement  for  submission  of  an  application. 

THE  RFA  LABEL  AVAILABLE  IN  THE  10/88  REVISION  OF  APPLICATION  FORM  PHS  398  MUST 
BE  AFFIXED  TO  THE  BOTTOM  OF  THE  FACE  PAGE.  FAILURE  TO  USE  THIS  LABEL  COULD 
RESULT  IN  DELAYED  PROCESSING  OF  THE  APPLICATION  SUCH  THAT  IT  MAY  NOT  REACH  THE 
REVIEW  COMMITTEE  .IN  TIME  FOR  REVIEW. 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.855,  Immunology,  Allergic  and  Immunologic  Diseases  Research.  Awards  will 
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be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, 
Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under 
PHS  grant  policies  and  Federal  Regulation  42  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review . 


ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  ON  RELATIONSHIPS  BETWEEN  ALCOHOL  USE  AND  SEXUAL  BEHAVIORS  ASSOCIATED 

WITH  HIV  TRANSMISSION 

PA:  PA-91-75 

P.T.  34;  K.W.  0404003,  0715008,  0715182,  0404000 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Application  Receipt  Dates : January  2 , May  1 , September  1 
PURPOSE 

The  primary  purpose  of  this  program  announcement  is  to  encourage  in-depth 
research  on  the  linkage  between  unprotected  sexual  behaviors  and  alcohol  use 
or  misuse  in  order  to  inform  and  improve  the  design  and  implementation  of 
programs  to  prevent  HIV  transmission. 

The  Public  Health  Service  ( PHS ) is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000 , " a PHS-led  national 
activity  for  setting  priority  areas . This  program  announcement  for  Research 
on  Relationships  Between  Alcohol  Use  and  Sexual  Behaviors  Associated  with  HIV 
Transmission  is  related  to  the  priority  area  of  reducing  the  incidence  and 
prevalence  of  HIV  infection . Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 

Government  Printing  Office , Washington,  D.C.  20402-9325  (telephone : 
202-783-3238) . 

RESEARCH  OBJECTIVES 

The  research  envisioned  will  study  possible  relationships  between  alcohol  use 
and  unsafe  sexual  practices ; determine  whether  associations  are  causal  or 
correlative ; and  identify  specific  components  of  the  causal  or  correlative 
process , particularly  those  that  have  implications  for  prevention  and  relapse 
prevention  programs . The  objective  of  this  research  is  to  gain  a better 
understanding  of  the  relationship  between  alcohol  use  and  sexual  risk  taking 
as  well  as  the  individual  and  environmental  determinants  of  risky  sexual 
practices  enacted  in  the  context  of  alcohol  use . 

Research  called  for  under  this  announcement  could  span  a range  of 
prevent ion- related  activities , from  social  epidemiology  used  to  describe  the 
nature  and  scope  of  the  problem , to  basic  research  needed  to  develop 
hypotheses  and  theories  regarding  potential  for  behavioral  change , to  applied 
research  required  to  intervene  effectively  in  the  problem . Applied  research 
may  involve  pilot  tests  of  possible  strategies  to  change  alcohol -related 
behaviors  that  increase  the  risk  of  HIV  exposure  (in  laboratory  and  real  world 
environments),  small-scale  trials  building  to  larger-scale  controlled  trials, 
or  technology  transfer  studies  ( i . e . , tests  of  dissemination  strategies 
affecting  the  adoption  of  approaches  that  have  proven  to  be  effective ) . In 
addition,  research  on  methodological  issues  and  techn iques  is  also  needed . 

Examples  of  possible  research  topics  relevant  to  this  announcement  include : 

o studies  to  elaborate  on  the  existing  descriptions  of  relationships 
between  alcohol  use  and  unsafe  sex,  such  as  (1)  the  role  of  the 
environment  in  which  alcohol  is  used  (e.g.,  singles  and  gay  bars, 
cocktail  parties , the  home ) as  a contributor  to  sexual  risk  taking, 

(2)  the  contribution  of  particular  alcohol  consumption  patterns 
(e.g. , binge  drinking)  to  unsafe  sexual  practices , (3)  possible 
variations  in  linkages  between  alcohol  consumption  and  sexual  risk 
taking  across  various  types  of  couples  (e.g. , monogamous  couples , 
extramarital  coupling,  sex  between  strangers , and  others ) and 
across  different  subpopulations  (e.g.  , by  gender , race , ethnicity) ; 

o methodologic  studies  to  identify  innovative , appropriate  techniques 
(e.g.,  the  use  of  diaries)  for  gathering  data  and  probing  the 
strength  and  stability  of  associations  over  time  and  to  ascertain 
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the  strengths  and  weaknesses  of  different  measures  of  pertinent 
variables ; 

o ethnographic  research  to  provide  detailed  descriptions  of  norms 
governing  sexual  behavior  while  drinking  and  not  drinking  and  to 
provide  detailed  information  on  what  makes  condom  use  difficult  or 
appealing  in  different  contexts  and  how  alcohol  may  affect 
perceptions  of  condom  usage; 

o prospective,  longitudinal  studies  to  examine  the  stability  and 
variability  of  key  behaviors  over  time  and  to  establish  the 
temporal  relationships  between  a range  of  critical  variables  that 
address  alcohol  use  and  sexual  behaviors  known  to  transmit  HIV 
infection; 

o studies  leading  to  multivariate  analyses  that  may  identify  direct, 
indirect,  and  interactive  effects  of  a range  of  variables 
contributing  to  sexual  risk  taking  (including  the  use  and  misuse  of 
alcohol;  expectancies  about  alcohol;  sexual  norms,  roles,  and 
orientation;  impulsivity;  perceived  vulnerability;  and  risk  taking 
related  to  other  behaviors); 

o the  design,  implementation,  and  evaluation  of  intervention  programs 
that  seek  to  prevent  risk  taking  and  promote  condom  use  among 
individuals  who  use  alcohol  in  the  context  of  sexual  activity. 

Although  the  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  has 
particular  interest  in  behaviors  that  increase  the  risk  of  HIV  infection,  it 
is  also  important  to  understand  the  behaviors  that  reduce  that  risk.  Thus, 
researchers  alternatively  might  study  drinking  and  non-drinking  populations 
that  protect  themselves  against  exposure  to  HIV. 

SUPPORT  MECHANISMS 

Research  support  may  be  requested  through  applications  for  a research  grant 
(R01),  small  grant  (R03),  and  First  Independent  Research  Support  and 
Transition  (FIRST)  Award  (R29).  Specialized  announcements  for  the  FIRST  Award 
program  (R29)  and  the  small  grant  program  (R03)  are  available  from:  The 
National  Clearinghouse  for  Alcohol  and  Drug  Information  (NCADI),  P.0.  Box 
2345,  Rockville,  Maryland  20852,  telephone  (301)  468-2600. 

Applications  may  request  support  for  up  to  five  years.  Small  grants  are 
limited  to  two  years.  It  is  recognized  that  applicants  may  want  to  extend  the 
time  to  continue  a longitudinal  study  of  subjects.  When  such  a design  is 
considered,  applicants  should  outline  the  full  scope  of  the  project  in  the 
current  application  and  propose  to  reapply  for  competitive  continuation 
funding  at  a later  date.  FIRST  and  small  grants  can  not  be  renewed. 

Annual  awards  will  be  made,  subject  to  continued  availability  of  funds  and 
progress  achieved. 

CONDITIONS  OF  SUPPORT 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  carry 
out  research  projects,  including  direct  costs  that  can  be  specifically 
identified  with  the  project  and  allowable  indirect  costs  of  the  institution. 
Research  grant  support  may  not  be  used  to  establish,  add  a component  to,  or 
operate  a prevention,  rehabilitation,  or  treatment  service  program.  Support 
for  research-related  prevention,  rehabilitation,  or  treatment  services  and 
programs  may  be  requested  only  for  costs  required  by  the  research.  These 
costs  must  be  justified  in  terms  of  research  objectives,  methods,  and  designs 
that  promise  to  yield  general izable  knowledge  and/or  make  a significant 
contribution  to  theoretical  concepts. 

ELIGIBILITY 

Applications  may  be  submitted  by  public  or  private,  nonprofit  or  for-profit, 
organizations  such  as  universities , colleges , hospitals , research  institutes 
and  organizations,  units  of  State  or  local  governments,  and  eligible  agencies 
of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to 
apply. 

REVIEW  PROCEDURES 

The  Division  of  Research  Grants,  NIH,  serves  as  the  central  point  for  receipt 
of  applications  under  this  program  announcement . Applications  received  will 
be  assigned  to  an  Initial  Review  Group  (IRG)  in  accordance  with  established 
Public  Health  Service  Referral  Guidelines . The  IRG , consisting  primarily  of 
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non-Federal  scientific  and  technical  experts,  will  review  applications  for 
scientific  and  technical  merit . Notif ication  of  the  review  recommendations 
will  be  sent  to  the  applicant  after  the  initial  review.  Applications  will 
receive  a second-level  review  by  an  appropriate  National  Advisory  Council, 
where  reviews  may  be  based  on  policy  considerations  as  well  as  scientific 
merit  considerations.  Only  applications  recommended  for  approval  by  these 
advisory  bodies  will  be  considered  for  funding . 

INCLUSION  OF  WOMEN  AND  MINORITIES  IN  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  ADAMHA  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  and  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion 
must  be  provided.  Applications  without  such  documentation  will  not  be 
accepted  for  review. 

APPLICATION  PROCEDURES 

Applicants  must  use  the  grant  application  form  PHS  398  (rev.  10/88). 
Application  kits  contain ing  the  necessary  forms  and  instructions  may  be 
obtained  from  business  offices  or  offices  of  sponsored  research  at  most 
universities,  colleges,  medical  schools,  and  other  major  research  facilities, 
or  from  the  following  office : 

National  Clearinghouse  for  Alcohol  and  Drug  Information 
P.0.  Box  2345 
Rockville,  MD  20852 
Telephone:  (301)  468-2600 

The  number  and  title  of  this  program  announcement , "PA-91 -75 , Research  on  the 
Relationships  Between  Alcohol  Use  and  Sexual  Behaviors  Associated  with  HIV 
Transmission , " must  be  typed  in  item  number  2 on  the  face  page  of  the  PHS  398 
application  form. 

The  signed  original  and  24  permanent,  legible  copies  of  the  completed 
application  must  be  sent  to  the  address  listed  below . The  number  of  copies  of 
appendix  materials  to  be  sent  is  six. 

Division  of  Research  Grants 
National  Institute  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

INQUIRIES 

For  a copy  of  the  complete  program  announcement  and  preapplication 
consultation,  contact: 

Heather  G.  Miller,  Ph.D. 

Prevention  Research  Branch 

Division  of  Clinical  and  Prevention  Research 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
5600  Fishers  Lane , Room  13C-23 
Rockville,  MD  20857 
Telephone:  (301)  443-1677 

For  fiscal  and  administrative  matters , contact : 

Ed  Ellis 

Office  of  Grants  Management 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  16-86 

5600  Fishers  Lane 

Rockville,  MD  02857 

Telephone:  (301)  443-4703 

Applications  subm itted  in  response  to  this  announcement  are  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372 , as  implemented 
through  the  Department  of  Health  and  Human  Services'  regulations  at  45  CFR 
Part  100,  and  are  not  subject  to  Health  System  Agency  review. 
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THE  STUDY  OF  THE  ETIOLOGY  AND  PATHOGENESIS  OF  CELIAC  DISEASE.  GLUTEN  SENSITIVE 

ENTEROPATHY 


PA:  PA-91-76 

P.T.  34;  K.W.  0715085,  0765033,  0710095,  0710065,  1002008,  1003018 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Allergy  and  Infectious  Diseases 

Application  Receipt  Dates:  October  1,  February  1,  and  June  1 

BACKGROUND 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK) 
and  the  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  invite 
applications  from  researchers  to  investigate  the  etiology,  pathogenesis, 
immunogenet ics , and  biological  aspects  of  intestinal  injury  of  celiac  disease 
also  known  as  gluten  sensitive  enteropathy.  At  a Celiac  Educational 
Conference  held  on  May  7,  1990,  concern  was  expressed  about  the  paucity  of  the 
research  activities  in  this  disease  that  affects  about  130,000  Americans. 

Celiac  disease,  also  known  as  gluten  sensitive  enteropathy,  is  an  autoimmune 
disease  induced  by  the  ingestion  of  proteins  derived  from  wheat,  rye,  barley, 
and  possibly  oats  in  genetically  predisposed  individuals.  Symptoms  of  celiac 
disease  usually  occur  during  the  first  three  years  of  life  after  the 
introduction  of  cereals  into  the  diet.  The  typical  child  with  celiac  disease 
presents  with  malabsorption  symptoms,  anorexia,  failure  to  thrive  and  short 
stature.  During  the  third  decade  of  life,  a second  peak  in  incidence  of  the 
disease  is  observed.  The  disease  is  more  prevalent  in  individuals  of  Irish 
decent  and  of  North  European  extraction.  Family  studies  have  demonstrated  a 
two  to  five  percent  prevalence  of  celiac  disease  in  first  degree  relatives  of 
persons  with  celiac  disease.  Genetic  markers,  HLA-B8,  DR3,  and  DR7,  are  found 
in  as  many  as  60-90  percent  of  patients  with  celiac  disease. 

Our  understanding  of  the  nature  and  epidemiology  of  celiac  disease  was  greatly 
enhanced  by  the  development  of  the  small  intestinal  biopsy  during  the  1950s 
and  1960s.  More  recently,  the  development  of  tests  for  antigliadin  antibodies 
has  been  helpful  for  screening  patients  suspected  of  celiac  disease.  The  use 
of  gluten-free  diets  to  normalize  the  biopsy  findings  in  patients  with 
suspected  disease  has  been  the  standard  means  of  establishing  the  diagnosis. 
The  absence  of  a simple  diagnostic  or  screening  assay  for  this  disease  and  the 
lack  of  knowledge  about  the  fundamental  underlying  pathogenesis  have  delayed 
progress  in  identification,  treatment,  and  prevention  of  this  disease. 

Several  studies  have  suggested  that  cell -mediated  immunity  plays  an  important 
role  in  the  pathogenesis  of  celiac  disease.  Responses  to  mitogenic 
stimulation  of  peripheral  blood  lymphocytes  with  phytohemagglutinin  have  been 
reported  to  vary  in  celiac  disease.  In  addition,  an  increased  percentage  of 
intra-epithel ial  lymphocytes  from  patients  with  celiac  disease  has  been  shown 
to  bear  the  CD8  (cytotoxic/suppressor  cell)  surface  marker.  Whether  or  not 
these  cells  are  responsible  for  epithelial  damage  in  celiac  disease  is 
unclear.  Further  studies  of  cell-mediated  immune  reactions  in  celiac  disease 
are  needed. 

NIDDK  and  NIAID  encourage  collaborative  research  among  the  multiple 
disciplines  of  epidemiology,  gastroenterology,  pediatrics,  pathology, 
nutrition,  immunology,  immunogenetics , molecular  biology,  and  protein 
chemistry  to  pursue  research  in  celiac  disease.  Institutions  with 
demonstrated  expertise  in  both  clinical  and  basic  sciences  that  can  mount 
multidisciplinary  and  collaborative  efforts  will  be  considered  most  favorably 
for  research  support.  Applications  must  be  aimed  at  obtaining  information 
needed  to  fill  gaps  in  our  knowledge  regarding  the  mechanisms  and  etiology  of 
celiac  disease/gluten  sensitive  enteropathy. 

Research  areas  of  interest  include,  but  are  not  limited  to: 

o Biomedical,  molecular,  and  biologic  characterization  of  the 
injurious  nutrients  in  celiac  disease,  gliadin  and  related 
molecules . 

o Studies  of  the  genetics  and  genetic  markers  in  celiac  disease, 

especially  in  extended  families  with  more  than  one  member  affected. 

o Phenotypic  and  functional  characterization  of  intraepithelial 

lymphocytes  in  celiac  disease  using  state-of-the-art  techniques. 
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o Studies  of  the  specificity  of  autoantibodies  found  in  celiac 
disease  patients. 

o Research  on  the  potential  role  of  autoant igens  in  celiac  disease . 

o Development  of  animal  models  or  in  vitro  systems  of  celiac  disease 
and  gliadin  sensitivity. 

o Studies  of  mucosal  permeability,  biology  of  enterocytes,  and 

primary  cell  culture  techniques  in  propagating  enterocytes,  as  they 
apply  to  cel iac  disease . 

o Epidemiologic  and  natural  history  studies  on  celiac  disease  aimed 
at  identifying  potential  environmental  factors  related  to 
expression,  outcome , and  complications  of  disease . 

MECHANISMS  OF  SUPPORT 

The  mechanisms  of  support  for  this  program  will  include  the  individual 
research  project  grant  (R01),  and  the  First  Independent  Research  Support  and 
Transition  (FIRST)  Award  (R29).  The  award  of  grants  pursuant  to  this 
announcement  is  cont ingent  upon  both  the  receipt  of  proposals  of  high 
scientific  merit  in  response  to  this  announcement  and  the  availability  of 
appropriated  funds. 

Applications  will  be  received  by  the  NIH  Division  of  Research  Grants  (DRG), 
referred  to  appropriate  Study  Sections  for  scientific  merit  review,  and 
assigned  to  appropriate  Institutes  for  possible  funding.  Referral  decisions 
will  be  governed  by  the  programmatic  considerations  specified  in  the  Referral 
Guidelines  of  the  Public  Health  Service. 

Applications  submitted  in  response  to  this  announcement  will  be  reviewed  in 
competition  with  other  applications  and  in  accordance  with  the  usual  NIH  peer 
review  procedures.  Applications  will  first  be  reviewed  for  scientific  and 
technical  merit  by  a review  group  composed  mostly  of  non-Federal  scientific 
consultants  (study  section),  and  then  by  the  National  Advisory  Council  of  the 
appropriate  Institute( s) . The  review  criteria  customarily  employed  by  the  NIH 
will  prevail . 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to 
identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  In  such 
a case,  a letter  of  agreement  from  either  the  GCRC  program  director  or  a 
Principal  Investigator  must  be  included  with  the  application . 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease , disorder  or  condition  under  study ; special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases , disorders  and  conditions  which  disproportionately  affect 
them . This  policy  is  intended  to  apply  to  males  and  females  of  all  ages . If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population -based  studies , a clear 
compelling  rationale  should  be  provided . 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study . This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups . However , NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e., 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
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strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States*  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88)  that  is  available 
in  the  business  or  grants  and  contracts  office  at  most  research  and  academic 
institutions  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  NIH,  Westwood  Building,  Room  999,  Bethesda,  MD  20892,  telephone  (301) 
996-7991  . 

In  item  #2  on  the  face  page  of  the  application,  the  phrase,  "Etiology  and 
Pathogenesis  of  Celiac  Disease,  PA-91 -76,"  must  be  inserted. 

The  original  and  six  copies  of  the  application  must  be  sent  or  delivered  to : 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  290 
Bethesda,  MD  20892** 

For  further  information  concerning  the  announcement  and  mechanisms  of  support 
for  research,  investigators  are  encouraged  to  contact: 

Frank  A.  Hamilton,  M.D.,  MPH 

Director,  Gastrointestinal  Mucosal  and  Immunology  Program 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A15 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  996-7821 

Susana  A.  Serrate-Sztein,  M.D. 

Chief,  Autoimmunity  Section 

Division  of  Allergy,  Immunology  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

Westwood  Building,  Room  755 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  996-7985 

For  fiscal  and  administrative  matters,  contact: 

Thelma  Jones 

Grants  Management  Specialist 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  630 
Bethesda,  MD-  20892 
Telephone:  (301)  996-7967 
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This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.848,  Research  on  Digestive  Diseases  and  Nutrition.  Awards  will  be  made 
under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC241), 
and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  review  requirements  of 
Executive  Order  1 2372  or  Health  Systems  Agency  review . 


FOGARTY  INTERNATIONAL  RESEARCH  COLLABORATION  AWARD 

PA:  PA-91-77 

P.T. 

Fogarty  International  Center 

Application  Receipt  Dates:  October  1,  February  1,  and  June  1 of  each  year 
PURPOSE 

The  Fogarty  International  Center  (FIC),  under  a program  of  Central  and  Eastern 
European  (including  the  USSR)  and  Latin  American  and  Caribbean  Initiatives,  is 
providing  small  grants  to  U.S.  grantee  institutions  to  facilitate  cooperation 
and  collaboration  between  U.S.  scientists  and  scientists  in  these  regions . 
These  small  grants  will  provide  funds  to  the  foreign  collaborators , through 
the  U.S.  grantee  institution,  for  equipment  and  supplies  at  their  home 
institution,  and  for  travel  expenses  for  both  the  U.S.  Principal  Investigator 
and  the  foreign  collaborator.  These  awards  are  intended  to  support  the  new 
and  expanded  research  efforts  of  U.S.  scientists  who  are  Principal 
Investigators  of  currently  funded  NIH  research  project  grants  on  the  general 
scientific  subject  of  the  proposed  collaboration . 

RESEARCH  OBJECTIVES 

The  main  objective  of  this  program  is  to  facilitate  collaborative  research 
efforts  between  U.S.  and  foreign  scientists  that  will  expand  and  enhance  the 
NIH- supported  research  program  of  the  U.S.  Principal  Investigator,  while  at 
the  same  time  benefiting  the  scient if ic  interests  of  the  collaborating  foreign 
scientist . These  small  grants  will  provide  funds  to  purchase  supplies , 
materials,  and  small  equipment  items  necessary  to  conduct  the  collaborative 
research  in  the  foreign  scientist's  research  laboratory  at  a non-profit  public 
or  private  institution  in  the  eligible  countries . These  awards  will  also 
provide  travel  support , as  necessary  to  conduct  the  collaborative  research 
effort , for  the  U.S.  and/or  the  foreign  collaborator ( s ) . All  biomedical  and 
behavioral  research  topics  supported  by  the  NIH  are  eligible  for  inclusion 
under  this  program.  The  U.S.  Principal  Investigator  must  show  evidence  of 
ongoing  NIH  research  support  in  areas  related  to  the  small  grant  application, 
and  this  support  must  be  available  during  the  entire  small  grant  award  period . 
The  application  must  demonstrate  that  the  effort  will  enhance  the  scientific 
contributions  of  both  the  U.S.  and  foreign  scientists  and  strengthen  the 
contribution  to  the  NIH- sponsored  research  effort. 

MECHANISM  OF  SUPPORT 

The  small  grants  will  provide  up  to  $20,000  per  year  for  up  to  three  years  in 
direct  costs . Funds  may  be  used  for  materials , suppl ies , and  equipment  for 
the  foreign  scientist ' s research  laboratory  and  for  travel  expenses  for  the 
Principal  Investigator  and/or  the  foreign  collaborator,  and  their  research 
associates,  as  justified  by  the  scientific  needs  of  the  project.  No  salaries 
or  stipends  for  any  of  the  collaborators , students , or  technical  assistants 
will  be  offered  under  these  awards . Appl icants  must  request  support  to 
conduct  research  not  already  being  supported  by  the  U.S.  investigator  * s 
research  grant ; however , the  research  proposal  must  be  an  extension  of  or 
related  to  the  currently  funded  research  project . The  awards  will  be  made  to 
U.S.  institutions  that  will  be  responsible  for  the  expenditures.  The  minimum 
small  grant  project  period  will  be  for  one  year;  the  maximum  will  be  for  three 
years . Ind irect  costs  will  be  calculated  on  the  basis  of  the  of f-site  rates 
of  the  U.S.  sponsoring  institution.  The  award  of  this  small  grant  is 
non-renewable , and  the  NIH  awarding  unit  of  the  "parent"  grant  is  under  no 
obi igation  to  continue  support  for  the  foreign  grant  as  a component  of  a 
recompeting  "parent"  grant. 

ELIGIBILITY 

U.S.  scientists  who  are  Principal  Investigators  of  NIH  research  project  grants 
(R,  P,  or  U-01  series)  that  will  be  active  and  funded  during  the  proposed 
grant  award  period  (up  to  three  years)  are  eligible.  The  small  grants  will  be 
made  for  work  conducted  in  cooperation  with  scientists  only  in  countries 
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located  in  the  geographical  regions  commonly  known  as  Central  and  Eastern 
Europe  (including  the  USSR),  Latin  America,  and  the  non-U. S.  Caribbean.  The 
foreign  collaborator  must  hold  a position  at  a public  or  private  non-profit 
institution  that  will  allow  him  or  her  adequate  time  and  provide  appropriate 
facilities  to  conduct  the  proposed  research. 

SPECIAL  REQUIREMENTS 

Applicants  should  be  aware  that  applicable  provisions  for  protections  of  human 
research  subjects  and  laboratory  animals  must  be  met  in  domestic  and  foreign 
settings.  See  Title  45  CFR  Part  46  for  information  concerning  the  Department 
of  Health  and  Human  Services  regulations  for  the  protection  of  human  subjects 
and  the  PHS  Policy  on  Humane  Care  and  Use  of  Laboratory  Animals.  These  are 
available  from  the  Office  for  Protection  from  Research  Risks,  National 
Institutes  of  Health,  Building  31,  Room  5B59,  Bethesda,  MD  20892. 

APPLICATION  PROCEDURES 

Applications  will  be  assigned  for  review  to,  and  awards  will  be  made  by,  the 
Fogarty  International  Center,  utilizing  the  customary  NIH  peer  review  process. 
Scientific  and  technical  merit  will  be  evaluated  by  a Fogarty  International 
Center  initial  review  group.  Second  level  review  will  be  provided  by  the 
Fogarty  International  Center  Advisory  Board.  Award  decisions  will  be 
announced  within  a month  following  each  board  meeting  and  will  be  based  on  the 
scientific  merit  of  the  applications  and  the  availability  of  funds. 

METHOD  OF  APPLYING 


Applications  must  be  submitted  by  the  U.S.  Principal  Investigator  on  the  grant 
application  form  PHS  398  (rev.  10/88)  that  is  available  at  most  institutional 
business  offices  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  NIH,  telephone  (301)  496-7441.  The  deadlines  for  receipt  of 
applications  are  October  1,  February  1,  and  June  1 of  each  year.  Special 
instructions  are  necessary  and  are  available  from  the  address  below. 
Credentials  for  the  foreign  collaborators  must  be  included  with  the 
application  and  the  collaborative  arrangements  described  in  a letter  signed  by 
both  investigators.  Applicants  must  list  the  active  NIH  research  grant(s) 
that  will  be  held  during  the  proposed  project  period  of  this  award.  The 
foreign  laboratory  collaborating  with  the  Principal  Investigator  of  the  small 
grant  must  be  located  in  the  countries  of  Central  and  Eastern  Europe 
(including  the  USSR),  Latin  America,  and  the  non-U. S.  Caribbean. 

To  obtain  further  information  on  this  program  and  to  request  the  necessary 
special  application  instructions,  write,  fax,  or  phone: 


Dr.  David  A.  Wolff  or  Dr.  Danuta  Krotoski 

International  Research  and  Awards  Branch 

Fogarty  International  Center 

National  Institutes  of  Health 

Building  31,  Room  B2C21 

Bethesda,  MD  20892 

Telephone:  (301)  496-1653 

FAX:  (301)  402-0779 


3 1496  00425  4473  r 


For  grants  management  and  fiscal  matters,  contact: 


Ms.  Silvia  Mandes 
Grants  Management  Officer 
Fogarty  International  Center 
National  Institutes  of  Health 
Building  31 , Room  B2C21 
Bethesda,  MD  20892 
Telephone:  (301)  496-1653 

FAX:  (301)  402-0779 


The  Fogarty  International  Center  has  authority  to  award  grants  under  Section 
307  of  the  Public  Health  Service  Act. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 
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A PLAN  FOR  MANAGING  THE  COST  OF  BIOMEDICAL  RESEARCH 

P.T.  34;  K.W.  1014002,  1014006 
National  Institutes  of  Health 

In  response  to  Congressional  concerns  expressed  in  the  FY  1991  House  and 
Senate  Appropriations  Reports,  the  National  Institutes  of  Health  (NIH)  has 
prepared  a financial  management  plan  entitled,  "A  Plan  for  Managing  the  Cost 
of  Biomedical  Research."  This  document,  developed  by  NIH  in  consultation  with 
the  biomedical  research  community  and  the  various  National  Advisory  Councils 
and  Boards , outlines  the  principles  on  which  the  plan  is  based , ident if ies  the 
specific  goals  of  the  plan,  and  discusses  the  cost  management  measures  to  be 
taken . 
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Copies  of  this  plan  are  available  from: 

Office  of  Grants  Inquiries 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building , Room  449 
Bethesda,  MD  20892 
Telephone:  (301)  496-7441 


0MB  CIRCULAR  NO.  A- 133  --  SCHEDULE  OF  GRANT  AWARDS 

P.T.  34;  K.W.  1014002,  1014006 
National  Institutes  of  Health 

Recently,  a number  of  universities  and  other  nonprofit  organizations  have 
requested  assistance  from  the  National  Institutes  of  Health  (NIH)  in  providing 
independent  auditors  with  a schedule  of  Federal  awards  by  major  programs 
identified  by  number  in  the  Catalog  of  Federal  Domestic  Assistance . The 
Catalog,  publ ished  annually  by  the  Office  of  Management  and  Budget  (0MB),  is  a 
Government -wide  compendium  of  Federal  programs , projects , services , and 
activities  that  provide  assistance  or  benefits  to  the  American  public . 
According  to  the  independent  auditors , data  showing  expenditures  by  Catalog 
program  codes  must  be  obtained  to  comply  with  a related  requirement  in  0MB 
Circular  No . A- 1 33 , which  is  the  circular  that  established  requirements  for 
audits  of  institutions  of  higher  education  and  other  nonprofit  organizations. 
For  the  Department  of  Health  and  Human  Services , A- 1 33  has  been  implemented 
within  the  revisions  to  Section  74.62  of  Title  45  Code  of  Federal  Regulations 
Part  74 , Administration  of  Grants  ( see  the  FEDERAL  REGISTER,  Vol . 56 , No . 41 , 
Friday,  March  1,  1991). 

The  position  of  NIH  on  this  issue  is  as  follows.  Paragraph  15.c.(1)  of  A-133 
states  in  describing  report  contents  that  "The  schedule  of  Federal  awards 
should  identify  major  programs  and  show  the  total  expenditures  for  each 
program.  Individual  major  programs  OTHER  THAN  RESEARCH  AND  DEVELOPMENT  AND 
STUDENT  AID  should  be  listed  as  identified  in  the  Catalog  of  Federal  Domestic 
Assistance."  (Emphasis  added.)  Virtually  all  of  the  extramural  programs  of 
NIH  can  be  classified  under  the  headings  of  Research  and  Development  and 
Student  Aid  programs . Accordingly,  recipients  are  NOT  required  to  furnish  the 
Catalog  number  applicable  to  NIH  grants  to  the  auditors  engaged  to  perform 
A- 1 33  audits . For  that  reason , the  Notice  of  Grant  Award  used  presently  by 
the  NIH  does  not  carry  the  Catalog  number.  However,  on  or  about  October  1, 

1 992 , we  may  begin  to  use  a format  for  the  Notice  of  Grant  Award  that  will 
identify  the  number . 

If  there  are  any  additional  questions  concerning  implementation  of  0MB 
Circular  No . A-133,  please  contact : 

Mr . Richard  Powers 

Chief,  Financial  Advisory  Services  Branch 

Division  of  Contracts  and  Grants 

National  Institutes  of  Health 

Building  31 , Room  1B43 

Bethesda,  MD  20892 

Telephone:  (301)  496-4401 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


RESEARCH  SUPPORT  FOR  THE  CLINICAL  AND  REGULATORY  AFFAIRS  PROGRAM 

RFP  AVAILABLE:  NIH-NIAID-DMID-92-3 
P.T.  34;  K.W.  0755015,  0755018 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Division  of  Microbiology  and  Infectious  Diseases  (DMID),  National 
Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  National  Institutes  of 
Health,  is  soliciting  proposals  from  organizations  having  the  capabil it ies  and 
facilities  to  provide  research  support  for  the  Clinical  and  Regulatory  Affairs 
Program  with  all  phases  of  clinical  trial  support.  This  contract  support  will 
be  provided  within  a research  environment  and  consortium  including  clinical 
investigators,  DMID  Data  Center,  DMID  Clinical  Studies  Group,  and  the  Food  and 
Drug  Administration  (FDA).  Specific  requirements  include  the  capability  to: 

( 1 ) obtain  necessary  information  to  file  and  update  Investigational  New  Drugs ; 
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(2)  develop  and  implement  computerized  information  systems;  C 3 ) monitor 
clinical  investigations;  and  (4)  provide  general  administrative  and  logistical 
support  to  the  Clinical  and  Regulatory  Affairs  Section,  DMID . 

The  Request  for  Proposals  (RFP)  NIH-NIAID-DMID-92-3  will  be  available  on  or 
about  July  23,  1991.  Responses  are  due  by  September  6,  1991.  It  is 
anticipated  that  one  cost-plus-fee  contract  will  be  awarded  with  incremental 
funding  over  a period  of  five  years. 

To  receive  a copy  of  this  RFP,  please  supply  this  office  with  two 
self-addressed  mailing  labels.  All  inquiries  must  be  in  writing  and  addressed 
to  : 

Ms.  Sylvia  Cunningham 
Contracting  Officer 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Control  Data  Building,  Room  326P 
6003  Executive  Boulevard 
Bethesda,  MD  20892 

This  advertisement  does  not  commit  the  Government  to  award  a contract. 


EMERGING  PATHOGENIC  MYCOPLASMAS 

RFA  AVAILABLE:  AI-91-12 

P.T.  34;  K.W.  0745020,  0715125,  0710070,  0785035,  0710030,  0755010 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  September  2,  1991 
Application  Receipt  Date:  November  8,  1991 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  CNIAID)  invites 
applications  for  research  on  the  biology  and  natural  history  of  members  of  the 
genus  Mycoplasma  that  have  recently  been  recognized  as  potential  human 
pathogens . 

ELIGIBILITY  REQUIREMENTS 

Domestic  universities,  medical  colleges,  hospitals,  and  other  public  or 
private  research  institutions,  including  State  and  local  government  units,  are 
eligible.  Awards  to  foreign  institutions  under  this  request  will  be  made  only 
for  research  of  unusually  high  merit,  need  and  promise,  and  in  accordance  with 
Public  Health  Service  policy  governing  such  awards.  Applications  from 
minority  investigators  and  women  are  encouraged. 

BACKGROUND 

Mycoplasmas  are  known  to  cause  a wide  variety  of  diseases  in  humans  and 
domesticated  animals.  Mycoplasma  spp.  are  the  cause  of  mastitis  in  cattle, 
sheep,  and  goats,  upper  and  lower  respiratory  tract  infections  and  arthritis 
in  swine,  and  chronic  respiratory  disease  in  fowl.  In  humans,  Mycoplasma 
pneumoniae  is  the  etiologic  agent  of  primary  atypical  pneumonia. 

A great  deal  of  interest  and  controversy  has  been  generated  by  reports  of  a 
species  of  mycoplasma  that  is  associated  with  cases  of  AIDS  and  with  a small 
number  of  fatal  infections  in  HIV-negative  individuals.  The  organisms 
associated  with  these  cases  recently  have  been  determined  to  be  strains  of 
Mycoplasma  fermentans . Previously  regarded  as  a commensal  organism,  M. 
fermentans  has  been  isolated  infrequently  from  humans.  However,  recent 
reports  from  several  laboratories  indicate  that  this  organism  is  detectable  in 
HIV-positive  individuals  at  a much  higher  frequency  than  in  HIV-negative 
individuals.  Preliminary  reports  indicate  that  the  same  may  be  true  for  other 
species  of  Mycoplasma,  particularly  Mycoplasma  genitalium.  Although  there  is 
compelling  evidence  that  at  least  some  strains  of  M.  fermentans  and  M. 
genitalium  are  human  pathogens,  the  critical  host  and  microbiologic  factors 
that  define  the  pathogenic  relationship  require  further  investigation. 
Delineation  of  these  factors  will  lead  to  effective  approaches  in  diagnosis, 
treatment,  prevention,  and  control. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS-led  national 
activity  for  setting  priority  areas.  This  Request  for  Applications  (RFA), 
Emerging  Pathogenic  Mycoplasmas,  is  related  to  the  priority  area  of  HIV 
infection.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 

Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238) . 

RESEARCH  GOALS  AND  SCOPE 

The  goal  of  this  RFA  is  to  stimulate  innovative  basic  and/or  clinical  research 
on  relevant  aspects  of  the  biology  and  natural  history  of  M.  fermentans  and  on 
host  responses  that  influence  pathogenesis  of  human  disease.  Of  particular 
interest  are  studies  on  pathogenesis  aimed  at  characterizing  interaction  of 
mycoplasmas  with  host  cells  and  with  the  host  defense  system,  particularly 
studies  aimed  at  characterizing  any  immunosuppressive  activity  of  M. 
fermentans.  A serious  impediment  to  studies  on  M . fermentans  is  the  problem 
of  recovery  from  infected  animals  or  patients . Therefore , studies  focused 
upon  growth  of  these  organisms  with  particular  emphasis  on  physiologic 
transitions  that  occur  in  response  to  changes  in  environment , such  as  from 
host  to  tissue  culture  or  to  synthetic  culture , are  also  of  interest . 
Applicants  are  encouraged,  depending  upon  their  expertise , to  address  one  or 
more  of  the  following  research  areas: 

o Epidemiologic  studies  on  M . fermentans  infection  in  humans , 

especially  HIV-positive  individuals , including  transmission  and 
natural  history  studies; 

o Studies  of  the  biology  of  M . fermentans  to  include : physiology, 
biochemistry,  genetics , and  structure  and  function  of  surface 
constituents ; 

o Studies  focused  upon  non-specific  inflammatory  and  specific  immune 
responses  to  infection  by  M . fermentans ; 

o Studies  focused  upon  mechanisms  of  virulence  or  colonization  that 
are  important  in  the  pathogenic  activities  of  M.  fermentans; 

o Development  of  improved  culture  techn iques  for  more  efficient 
recovery  of  isolates  from  patients; 

o Development  of  a sensitive  and  specific  assay  for  detection  of  the 

presence  of  M.  fermentans  in  the  host;  and 

o Development  of  animal  models  for  in  vivo  study  of  pathogenesis  and 

host  response. 

One  or  several  of  the  above  areas  may  be  included  in  an  application. 

Applicants  may  also  consider  other  avenues  of  investigation  that  would  be 
consistent  with  the  goals  of  this  RFA.  Although  the  primary  focus  of  this  RFA 
is  upon  M . fermentans , other  species  of  Mycoplasma , particularly  M . 
genital ium,  may  be  considered  if  the  objectives  of  the  research  are  consistent 
with  the  objectives  of  this  RFA. 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  traditional  individual 
research  grant  (R0 1 ) . Responsibility  for  planning , direction,  and  execution 
of  the  proposed  project  will  be  solely  that  of  the  applicant . 

NIAID  anticipates  making  five  to  eight  awards , total ing  $1 ,000,000,  as  a 
result  of  this  solicitation . However,  the  number  of  awards  made  will  be 
dependent  upon  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit  and  upon  the  availability  of  funds.  If  appropriate, 
collaboration  with  other  investigators  or  institutions  is  encouraged . It  is 
expected  that  each  award  for  the  first  year  will  be  in  the  range  of  $125,000 
to  $225,000  in  total  (direct  plus  indirect)  costs,  although  individual  awards 
may  be  slightly  higher  or  lower.  Awards  will  be  made  for  a project  period  of 
up  to  five  years . (Awards  to  foreign  institutions  will  be  limited  to  three 
years  and  will  not  include  indirect  costs . ) The  earliest  possible  award  date 
is  July  1,  1992. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 
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For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  and  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion 
must  be  provided.  Applications  without  such  documentation  will  not  be 
accepted  for  review. 

APPLICATION  AND  REVIEW  PROCEDURES 

The  research  grant  application  form  PHS  398  (revised  10/88)  must  be  used  in 
applying  for  these  grants.  These  forms  are  available  at  most  institutional 
business  offices  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  National  Institutes  of  Health,  Room  449,  Westwood  Building,  5333 
Westbard  Avenue,  Bethesda,  MD  20892. 

Applications  must  be  received  by  November  8,  1991.  Applications  received 
after  the  above  date  will  be  returned  without  review.  If  the  application 
submitted  in  response  to  this  RFA  is  substantially  similar  to  a research  grant 
application  already  submitted  to  the  NIH  for  review,  but  has  not  yet  been 
reviewed,  the  applicant  will  be  asked  to  withdraw  either  the  pending 
application  or  the  new  one.  Simultaneous  submission  of  identical  applications 
will  not  be  allowed,  nor  will  essentially  identical  applications  be  reviewed 
by  different  review  committees.  Therefore,  an  application  cannot  be  submitted 
in  response  to  this  RFA  that  is  essentially  identical  to  one  that  has  already 
been  reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions 
of  applications  already  reviewed,  but  such  applications  must  include  an 
introduction  addressing  the  previous  critique. 

Applications  will  be  received  by  the  NIH  Division  of  Research  Grants  (DRG)  and 
assigned  to  NIAID . Applications  will  be  reviewed  by  NIAID  staff  to  determine 
administrative  and  programmatic  responsiveness  to  this  RFA;  those  judged  to  be 
non-responsive  will  be  returned  to  the  applicant  without  review.  By  mutual 
agreement  between  the  applicant  and  NIAID  staff,  a non-responsive  application 
may  be  processed  as  an  unsolicited  R01  application  for  the  next  review  cycle. 
Those  applications  considered  responsive  to  the  RFA  may  be  subjected  to  a 
triage  review  by  an  NIAID  peer  review  group,  before  or  during  the  initial 
review  committee  meeting,  to  determine  their  scientific  merit  relative  to  the 
other  applications  in  response  to  the  RFA.  The  NIAID  will  withdraw  from 
competition  those  applications  judged  by  the  triage  peer  review  group  to  be 
noncompetitive  for  award  and  will  notify  the  applicant  Principal  Investigator 
and  the  institutional  business  official. 

Those  applications  judged  to  be  responsive  to  this  solicitation  will  be 
reviewed  for  scientific  and  technical  merit  by  a review  committee  convened  by 
the  Division  of  Extramural  Activities,  NIAID,  during  March  1992.  The  second 
level  of  review  will  be  provided  by  the  National  Advisory  Allergy  and 
Infectious  Diseases  Council  in  May  1992. 

Letter  of  Intent:  Prospective  applicants  are  asked  to  submit  a letter  of 
intent  by  September  2,  1991.  This  letter  should  include  the  name  of  the 
institution  any  other  participating  institutions,  the  Principal  Investigator 
and  other  key  investigators,  and  a descriptive  title.  Such  a letter  of  intent 
is  not  binding  and  will  not  enter  into  the  review  of  any  application 
subsequently  submitted,  nor  is  it  a necessary  requirement  for  application. 
Letters  of  intent  are  requested  solely  for  review  planning  purposes.  NIAID 
staff  will  not  provide  responses  to  such  letters.  Letters  of  intent  are  to  be 
sent  to : 

Dr.  Olivia  Preble 

Chief,  Microbiology  and  Immunology  Review  Section 
Program  and  Project  Review  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institutes  of  Health 

Westwood  Building,  Room  3A10 

Bethesda,  MD  20892 

Telephone:  (301)  496-8208 

The  full  RFA  may  be  obtained  from: 

Dr.  Robert  L.  Quackenbush 

Chief,  Bacteriology  and  Mycology  Branch 

Division  of  Microbiology  and  Infectious  Diseases 

National  Institute  of  Allergy  and  Infectious  Diseases 

Westwood  Building,  Room  738 

Bethesda,  MD  20892 

Telephone:  (301)  496-7728 
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For  fiscal  and  administrative  matters , contact : 

Mr.  Todd  Ball 

Chief,  Microbiology  and  Infectious  Diseases  Grants  Management  Section 
GMB,  DEA 

National  Institute  of  Allergy  and  Infectious  Diseases 
Westwood  Building,  Room  718 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.856  - Microbiology  and  Infectious  Disease  Research . Grants  are  awarded 
under  the  authority  of  the  Public  Health  Service  Act , Title  IV,  Section  301  as 
amended,  Public  Law  78-410;  Public  Law  97-219;  Public  Law  99- 158 ; Public  Law 
99-500;  and  Report  99-711  to  accompany  HR  5233  and  administered  under  PHS 
grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  1 2372  or  Health  Systems  Agency  review . 


ONGOING  PROGRAM  ANNOUNCEMENTS 


CLINICAL  INVESTIGATOR  DEVELOPMENT  AWARD 

PA:  PA-91-78 

P.T.  34;  K.W.  0715032,  0715040,  0715165,  0750010,  0785035 
National  Heart , Lung,  and  Blood  Institute 
I.  PURPOSE  AND  ELIGIBILITY 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  announces  the 
availability  of  the  CIDA . The  CIDA  includes  features  of  and  replaces  the 
Physician  Scientist  Award  and  the  Clinical  Investigator  Award . The  CIDA  is 
intended  to  allow  greater  flexibility  in  developing  a program  suited  to.  the 
experience  and  capabilities  of  the  candidate.  The  objectives  of  the  NHLBI  in 
supporting  the  CIDA  are  to : 

o encourage  research -oriented  physicians  to  develop  independent 
research  skills  and  gain  experience  in  advanced  methods  and 
experimental  approaches  in  the  basic  and  applied  sciences  relevant 
to  heart , blood  vessel , lung,  blood  diseases , and  transfusion 
medicine; 

o increase  the  pool  of  physician  investigators  who  can  use  advanced 
technologies  to  address  the  major  problems  in  heart,  blood  vessel, 
lung,  and  blood  diseases , and  transfusion  medicine . 

The  CIDA  provides  research  development  opportunities  for  physicians  with 
varying  levels  of  research  experience , who  are  committed  to  developing  into 
independent  investigators . This  award  will  enable  candidates  holding  health 
professional  doctoral  degrees,  such  as  the  M.D.,  D.O.,  D.V.M.,  or  equivalent 
degree,  to  undertake  three  to  five  years  of  special  study  and  supervised 
research  with  the  goal  of  developing  into  independent  investigators . For 
individuals  with  M.D.  or  D.O.  degrees,  it  is  required  that  at  least  two  years 
have  elapsed  since  the  granting  of  the  doctoral  degree  at  the  time  an  award  is 
made.  Individuals  desiring  subspecialty  training  may  wish  to  complete  their 
clinical  fellowship  training  before  starting  the  CIDA  or,  alternatively,  by 
interrupt ing  the  award  to  complete  cl inical  training , they  may  integrate  their 
clinical  fellowship  training  with  the  research  training  and  development 
provided  by  the  CIDA(I).  Applications  may  be  accepted  from  those  who  hold  a 
Ph.D.  degree  in  addition  to  a health  professional  degree  if  special 
circumstances  can  be  shown , such  as  the  Ph.D.  degree  was  earned  in  an 
unrelated  field  or  an  intervening  period  of  clinical  training  or  other 
non-research  activities  occurring  since  completion  of  the  Ph.D.  degree . Such 
applications  will  be  considered  on  a case-by-case  basis . 

(1)  The  CIDA  may  not  be  used  to  support  clinical  training  or  duties,  but  the 
award  may  be  interrupted  or  suspended  to  allow  for  the  completion  or 
continuation  of  clinical  training  followed  by  resumption  of  CIDA  support  for 
the  completion  of  the  research  development  program . 

The  award  is  intended  to  serve  research  career  development  needs  of  clinically 
trained  individuals  by  providing  them  with  research  opportunities  appropriate 
for  their  scholastic  background,  previous  research  experience,  and  past 
achievements . Physicians  who  have  little  research  experience  and  need  guided 
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course  work  and  supervised  laboratory  experiences  are  eligible  to  apply. 
Individuals  who  do  not  require  additional  courses  but  who  need  an  intensive 
research  experience  under  the  guidance  of  an  established  scientist  are  also 
eligible  to  apply,  as  are  trainees  on  institutional  research  training  grants 
or  individual  postdoctoral  fellowships  from  the  NIH  or  other  organizations. 
Women  and  minorities  are  encouraged  to  apply.  Current  or  past  Principal 
Investigators  of  an  NIH  grant  or  its  equivalent  are  not  eligible.  In  general, 
applicants  for  the  award  should  have  no  fewer  than  2 years  of  postdoctoral 
experience . 

All  programs  should  be  carefully  tailored  to  meet  individual  needs  and  must 
include  a sponsorCs)  who  is  competent  to  provide  appropriate  research 
guidance.  The  CIDA  can  be  integrated  with  the  requirements  for  clinical 
training,  and  differing  approaches  for  doing  so  may  be  proposed.  In  order  to 
allow  for  the  integration  of  research  training  with  clinical  training,  a CIDA 
development  plan  may  provide  for  an  interruption  in  grant  support  and  the 
research  development  program  to  allow  for  additional  clinical  training.  For 
example,  individuals  with  limited  clinical  and  research  training  may  propose  a 
program  encompassing  a one-  to  two-year  break  in  the  program  to  allow  for 
completion  of  subspecialty  training,  followed  by  continuation  of  the  research 
development  program.  The  period  of  interruption  or  leave  would  be  without 
award  support  and  would  not  reduce  the  total  number  of  months  of  support  for 
which  an  individual  is  eligible.  Other  more  experienced  candidates,  may 
simply  propose  to  devote  a limited  effort  (20  percent  or  less)  to  clinical 
duties  that  relate  to  the  overall  program  during  the  course  of  the  CIDA. 

At  the  time  of  application,  individuals  must  be  either  citizens  or  noncitizen 
nationals  of  the  United  States  or  have  been  lawfully  admitted  to  the  United 
States  for  permanent  residence.  An  individual  lawfully  admitted  for  permanent 
residence  must  submit,  with  the  application,  a notarized  statement  indicating 
possession  of  the  Alien  Registration  Receipt  Card  (1-151  or  1-551). 

Individuals  on  temporary  or  student  visas  are  not  eligible. 

II.  PROVISIONS  OF  THE  AWARD 

1 . Environment 

Applications  will  be  accepted  from  domestic  universities,  medical  schools,  or 
comparable  institutions  with  strong,  well-established  research  and  research 
training  programs,  adequate  numbers  of  accomplished  faculty  in  the  basic  and 
clinical  sciences,  and  a commitment  and  capability  to  provide  guidance  to 
clinically  trained  individuals  during  their  development  of  independent 
research  careers.  Evidence  of  institutional  commitment  to  the  candidate's 
research  and  development  must  be  provided  in  a plan  that  identifies  personnel 
and  other  resources  to  be  devoted  to  that  candidate. 

2 . Program 

Candidates  must  be  nominated  by  an  institution  on  the  basis  of  qualifications, 
interests,  accomplishments,  motivation,  and  potential  for  performing  quality 
research.  The  candidate's  academic  background,  previous  experience,  and 
career  goals  should  determine  both  the  necessary  length  and  the  kind  of 
program  that  is  appropriate.  The  candidate  and  sponsor  are  jointly 
responsible  for  the  preparation  of  the  research  development  plan. 

All  candidates  must  provide  a full  description  of  the  research  and  career 
development  plan  for  the  period  of  the  award.  The  proposed  plan  must  include 
hands-on  research  experience,  with  either  a clinical  or  a basic  focus,  for  the 
entire  three-  to  five-year  period.  Programs  may  include  studies  and  research 
endeavors  leading  to  either  a Masters  degree,  such  as  an  M.P.H.  degree,  or  a 
Ph.D.  degree,  if  the  objective  is  the  development  of  the  candidate  into  an 
independent  investigator.  Awardees,  in  conjunction  with  their  sponsor(s),  are 
required  to  submit  a detailed  annual  progress  report. 

Candidate  with  Minimal  Research  Experience 

If  the  candidate  has  minimal  research  experience,  the  individual's  program 
should  be  designed  to  start  with  a creative  and  detailed  scientific  learning 
experience  and  progress  to  an  intensive  research  activity  under  the  guidance 
of  a qualified  sponsor(s).  The  first  year  or  two  of  the  program  may 
incorporate  any  needed  course  work,  an  initial  hands-on  research  experience, 
seminars,  and  other  educational  experiences  necessary  to  prepare  the  candidate 
for  the  subsequent  research  program.  This  initial  phase  of  the  program  may 
resemble  and  replace  a traditional  postdoctoral  research  training  program. 

The  remainder  of  the  development  plan  must  include  an  intensive, 
fully-described  research  program  and  projects  that  can  be  reasonably  completed 
within  the  planned  period . During  this  latter  phase , the  program  must  provide 
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for  progressive  development  of  the  individual  into  an  independent 
investigator . 

Candidate  with  Prior  Research  Experience 

If  the  candidate  has  already  acquired  some  research  experience,  as  might  be 
obtained  through  a research  fellowship,  but  needs  further  development  under 
the  guidance  of  an  established  scientific  sponsor C s ) , the  candidate  may 
propose  to  spend  three  to  five  years  solely  in  an  advanced  research  experience 
focusing  on  a specific  research  project . 

Such  a candidate,  however,  may  take  additional  courses  or  engage  in  special 
instruction  in  research  techniques  in  other  laboratories  for  a reasonable  time 
if  needed.  Individuals  with  significant  research  experience  in  the  proposed 
field  of  study  may  not  be  eligible  for  this  award  and  should  consider  applying 
instead  for  independent  research  support . 

3.  Sponsor 

Each  candidate  must  identify  a sponsor  who  is  an  accomplished  investigator  in 
the  research  area  proposed  and  has  experience  in  developing  independent 
investigators.  The  sponsor  must  provide  a written  plan  for  the  development  of 
the  candidate  and  provide  guidance  during  the  preparation  of  the  research 
project.  A secondary  sponsor  may  also  be  proposed,  but  the  primary  sponsor 
must  continue  to  be  involved  throughout  the  award  period . In  some  cases 
candidates  may  choose  to  have  both  a basic  research  sponsor  and  a cl inical 
research  sponsor. 

4 . Advisory  Committee 

A committee  composed  of  the  candidate's  sponsor(s)  and  two  or  three  other 
senior  faculty  members  must  be  identified.  This  advisory  committee  must  meet 
with  the  candidate  to  review  the  research  development  plan  and  research 
project , to  evaluate  the  awardee ' s progress , and  to  provide  guidance  for 
scientific  career  development . The  committee  report  must  be  included  in  the 
annual  progress  report  submitted  with  the  noncompeting  continuation 
application . 

5.  Duration  and  Effort 

The  award  is  granted  for  three  to  five  years  depending  upon  the  needs  of  the 
candidate  and  the  evaluation  by  the  initial  review  group  and  the  National 
Heart,  Lung  and  Blood  Advisory  Council.  It  is  non-renewable  and  not 
transferable , but  substitution  of  another  sponsor  and/or  a change  of 
institution  may  be  permitted  with  the  prior  approval  of  the  NHLBI . All  funds 
must  be  used  on  behalf  of  the  original  candidate . A minimum  of  80  percent 
effort  must  be  devoted  to  the  research  program.  The  remainder  may  be  devoted 
to  other  clinical  and  teaching  pursuits  that  are  consonant  with  the  program 
goals , i . e . , the  candidate ' s development  into  an  independent  biomedical 
scientist  or  the  maintenance  of  the  teaching  and  clinical  skills  needed  for  an 
academic  research  career. 

The  candidate  must  have  a "full-time"  appointment  at  the  applicant 
institution . In  general , candidates  who  have  Veterans  Administration  (VA) 
appointments  may  not  consider  part  of  the  VA  effort  toward  satisfying  the 
"full-time"  requirement  at  the  applicant  institution.  Although  exceptional 
cases  may  be  approved , any  request  to  count  a part  of  the  VA  effort  toward 
satisfaction  of  the  "full-time"  research  effort  requirement  of  the  award  must 
be  strongly  just if ied . All  such  exceptional  cases  must  otherwise  meet  the 
intent  of  the  guidel ines . Under  no  c ircumstances  may  the  CIDA  be  used  to 
reimburse  part  of  the  VA  Federal  salary.  It  is  permissible  for  part  or  all  of 
the  research  program  to  be  conducted  in  a VA  laboratory,  if,  for  example,  the 
mentor  has  a VA  appointment , but  the  above  conditions  must  be  satisfied  as 
they  apply  to  the  CIDA  candidate. 

6 . Allowable  Costs 

a . Salary  --  Individual  compensation  is  based  on  the  institution ' s salary 
scale  for  individuals  at  an  equivalent  experience  level . Funding  from  this 
award  for  salary  may  not  exceed  $50 ,000  per  year  plus  commensurate  fringe 
benefits  for  essentially  full-time  with  at  least  80  percent  effort  devoted  to 
the  research  program . NIH  policy  permits  supplementation  of  salary  from 
non-Federal  sources. 

b . Research  and  Development  Support  --  A maximum  of  $15,000  per  year  may  be 
requested  for  research  project  requirements  and  related  support , e . g . , 
technical  personnel  costs , suppl ies , equipment , candidate  travel , telephone 
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charges,  publication  costs,  and  tuition  for  necessary  courses.  All  expenses 
must  be  justified  in  the  application. 

c.  Indirect  Costs  --  Reimbursement  of  actual  indirect  costs  at  a rate  up  to, 
but  not  exceeding,  eight  percent  of  the  total  allowable  direct  costs  of  each 
award,  exclusive  of  tuition,  fees,  and  expenditures  for  equipment. 

7.  Concurrent  Applications 

CIDA  applications  may  not  be  submitted  or  awarded  concurrently  with  other  NIH 
applications,  such  as  the  Research  Career  Development  Award,  FIRST  Award, 
Academic  Award,  or  Research  Project  Grant. 

8.  Subsequent  Applications  for  NIH  Research  Support 

During  the  later  years  of  the  CIDA,  incumbents  are  encouraged  to  apply  for 
independent  research  support,  such  as  the  FIRST  Award  or  other  research 
project  grants.  CIDA  recipients  who  are  successful  in  obtaining  NIH  research 
grant  support  may  elect  either  to  terminate  the  CIDA  immediately  and  begin  the 
research  grant,  or  alternatively,  to  terminate  the  CIDA  on  its  anniversary 
date  and  begin  the  research  grant  at  that  time.  Since  concurrent  support  is 
not  permitted,  CIDA  recipients  who  apply  for  subsequent  research  grant  support 
are  encouraged  to  include  salary  and  all  other  research  needs  in  the  research 
grant  application. 

III.  EVALUATION 

Awardees  will  be  encouraged  to  provide  a detailed  report  to  the  National 
Institutes  of  Health  annually  for  a period  of  five  years  subsequent  to 
completion  of  the  award  about  academic  status  attained,  publication 
authorship,  and  research  grants  or  contracts  received. 

IV.  MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  activity  will  be  the  career  development 
grant  (K08).  The  award  of  grants  pursuant  to  this  announcement  is  contingent 
upon  availability  of  appropriated  funds. 

V.  REVIEW  METHODS  AND  CRITERIA 

Applications  received  in  response  to  this  announcement  will  be  reviewed  in 
accordance  with  the  usual  NIH  peer  review  procedures.  They  will  be  reviewed 
initially  for  the  potential  to  develop  the  candidate's  research  career  and  for 
scientific  and  technical  merit  by  an  NHLBI  review  group  composed  mostly  of 
non-Federal  scientific  consultants  (initial  review  group).  Following  the 
initial  review,  the  applications  will  be  evaluated  by  the  National  Heart, 

Lung,  and  Blood  Advisory  Council. 

The  criteria  for  initial  review  of  applications  include: 

1.  Candidate  --  Candidate's  overall  competence  as  demonstrated  by  academic 
record  and  clinical  performance,  potential  for  a career  in  independent 
research,  and  commitment  or  interest  in  pursuing  an  academic  research  career. 

2.  Sponsor(s)  --  The  sponsor's  accomplishments  in  the  scientific  research 
area(s)  proposed,  experience  and  track  record  in  training  investigators,  and 
commitment  for  the  duration  of  a candidate's  research  development.  A 
curriculum  vitae  with  relevant  publications  and  a list  of  current  and  pending 
research  support  must  be  included  for  all  sponsors.  Sponsors  must  also 
include  a list  of  current  and  past  research  trainees  (not  more  than  the  last 
10  years)  with  information  on  their  current  positions. 

3.  Environment  --  The  institution's  ability  to  provide  adequate  facilities, 
resources,  and  opportunities  necessary  for  the  candidate's  training;  the 
institutional  commitment  to  the  candidate;  the  quality  and  extent  of 
interaction  of  the  faculty  in  the  basic  and  clinical  sciences;  and  the  quality 
of  the  institution's  research  and  research  training  programs. 

9 . Career  Development  Plan  --  The  adequacy  of  the  research  career  development 
plan,  based  on  the  candidate's  past  research  experience,  training,  and  career 
goals . 

5.  Research  Project  --  Scientific  merit  of  the  proposed  research  project  and 
its  appropriateness  as  a vehicle  for  developing  the  candidate's  research 
skills . 

6 . Advisory  Committee  --  Appropriateness  of  the  advisory  committee  to  meet 
the  research  career  development  needs  of  the  candidate. 


NIH  GUIDE  - Vol . 20,  No.  28,  July  19,  1991  - Page  9 


VI . APPLICATION  PROCEDURES 


Applications  must  be  submitted  on  the  research  grant  application  form  PHS  398 
(rev.  10/88).  If  not  available  at  the  applicant  institutional  office  of 
sponsored  programs,  the  form  may  be  requested  from: 

Office  of  Grants  Inquiries 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  499 
Bethesda,  MD  20892 
Telephone:  (301)  496-7441 

The  original  application  along  with  five  copies  must  be  mailed  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

One  copy  must  be  mailed  to: 

NHLBI  Scientific  Review  Administrator 
NHLBI  Research  Training  Review  Committee 
Review  Branch 

Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  550 
Bethesda,  MD  20892 

Supplemental  Instructions  for  completing  and  submitting  the  application  are 
available  from  the  NHLBI  contacts  listed  below. 


Receipt  dates  of  applications  by  the  Division  of  Research  Grants,  NIH,  are  as 
follows : 


Application 
Receipt  Dates 

February  1 
June  1 
October  1 


NHLBI  Advisory 
Council  Review 

October 

February 

May 


Earl iest 
Starting  Date 

December  1 
April  1 
July  1 


VII.  NATIONAL  HEART,  LUNG,  AND  BLOOD  INSTITUTE  CONTACTS 


Division  of  Blood  Diseases  and  Resources  --  The  Division  supports  research 
career  development  in  basic  and  clinical  investigation.  Candidates  are 
encouraged  to  acquire  expertise  in  disciplines  such  as  biochemistry, 
physiology,  genetics , cellular  and  molecular  biology , biophysics , 
endocrinology,  immunology,  and  also  statistics,  epidemiology,  and  research 
design  as  related  to  a broad  spectrum  of  topics  in  blood  diseases  and 
transfusion  medicine.  Such  topics  include  thrombosis  and  thromboembolic 
disorders , hemostasis , red  blood  cell  diseases  and  the  hemoglobinopathies , 
hematopoiesis,,  sickle  cell  disease , blood  resources , transfusion  therapy  and 
trans fusion -transmitted  diseases , graft -versus -host  disease , and  marrow 
transplantation . 

Fann  Harding,  Ph.D. 

Division  of  Blood  Diseases  and  Resources 
National  Heart,  Lung,  and  Blood  Institute 
National  Institutes  of  Health 
Federal  Building,  Room  5A08 
Bethesda,  MD  20892 
Telephone:  (301)  496-1817 


Division  of  Heart  and  Vascular  Diseases  --  The  Division  supports  career 
development  in  basic  science  and  cl inical  investigation . Research  training 
may  be  in  fundamental  studies  of  basic  processes  and  functions ; behavioral 
studies,  including  risk  factor  modification;  genetics  (including  studies  of 
populations);  and  primary  or  secondary  prevention  or  clinical  investigations 
directed  toward  increasing  our  knowledge  and  understanding  of  cardiovascular 
disease . Areas  of  scientific  interest  to  the  Division  include  hypertension , 
arteriosclerosis , coronary  heart  disease , cardiovascular  aspects  of  diabetes , 
arrhythmias,  heart  failure  and  shock,  cerebrovascular  disease,  peripheral 
vascular  disease , congenital  and  rheumatic  heart  diseases , cardiomyopathies 
and  infections  of  the  heart , circulatory  assistance , and  cardiovascular 
devices  and  technology. 
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John  Fakunding,  Ph.D. 

Division  of  Heart  and  Vascular  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
National  Institutes  of  Health 
Federal  Building,  Room  3C04 
Bethesda , MD  20892 
Telephone:  C301)  496-1724 

Division  of  Lung  Diseases  --  The  Division  supports  research  career  development 
in  basic  science  and  clinical  investigation.  Research  training  in  the 
disciplines  of  cellular  and  molecular  biology,  biochemistry,  physiology, 
embryology,  immunology,  epidemiology,  and  behavioral  medicine  are  encouraged. 
Areas  of  scientific  interest  to  the  Division  include:  cellular  and 
developmental  biology,  pediatric  pulmonary  diseases,  emphysema,  asthma, 
fibrotic  and  immunologic  lung  diseases,  acute  respiratory  failure,  pulmonary 
vascular  diseases,  pulmonary  aspects  of  AIDS,  and  respiratory  disorders  of 
sleep . 

Mary  Reilly,  M.S. 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 
National  Institutes  of  Health 
Westwood  Building,  Room  640 
Bethesda,  MD  20892 
Telephone:  (301)  496-7668 

The  programs  of  the  National  Heart,  Lung,  and  Blood  Institute  are  identified 
in  the  Catalog  of  Federal  Domestic  Assistance,  numbers  93.837,  93.838,  and 
93.839.  Awards  will  be  under  the  authority  of  the  Public  Health  Service  Act, 
Title  III,  Section  301  (Public  Law  78-410,  as  amended,  42  Part  241).  The 
regulations  (Code  of  Federal  Regulations,  42  Part  52  and  45  Part  74)  and 
policies  that  govern  the  research  grant  programs  of  the  National  Institutes  of 
Health  will  prevail.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  to  Health  Systems  Agency 
review . 


3 1496  00425  4481 


ERRATA 


COOPERATIVE  AGREEMENTS  AS  THE  AWARD  INSTRUMENT  FOR  CERTAIN  NHLBI  CLINICAL 

TRIALS  AND  LARGE-SCALE  EPIDEMIOLOGICAL  STUDIES 

P.T.  34;  K.W.  0755015,  0785055,  0715040 
National  Heart,  Lung,  and  Blood  Institute 

This  notice  was  published  in  the  NIH  Guide  for  Grants  and  Contracts  on  July 
12,  1991,  Vol . 20,  No.  27.  The  code  numbers  for  the  'P.T.'  line  were 
inadvertantly  omitted  and  are  included  in  this  erratum. 


PROGRAM  PROJECTS  ON  NEW  METHODS  OF  IMMUNE  INTERVENTION 

RFA  AVAILABLE:  AI-91-11 

P.T.  34;  K.W.  0710070,  0745045,  0715015,  0715110,  0715026 
National  Institute  of  Allergy  and  Infectious  Diseases 

This  notice  was  published  in  the  NIH  Guide  for  Grants  and  Contracts  on  July 
12,  1991,  Vol.  20,  No.  27.  The  code  numbers  for  the  'P.T.'  line  were 
inadvertantly  omitted  and  are  included  in  this  erratum. 


FOGARTY  INTERNATIONAL  RESEARCH  COLLABORATION  AWARD 

PA:  PA-91-77 

P.T.  34,  48;  K.W.  0710030 

Fogarty  International  Center 

This  notice  was  published  in  the  NIH  Guide  for  Grants  and  Contracts  on  July 
12,  1991,  Vol.  20,  No.  27.  The  code  numbers  for  the  'P.T.'  line  were 
inadvertantly  omitted  and  are  included  in  this  erratum . 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


NATIONAL  RESEARCH  SERVICE  AWARD -- INSTITUTIONAL  GRANTS  ( RFA  HS-91-03)  1 

Agency  for  Health  Care  Policy  and  Research 
Index:  HEALTH  CARE  POLICY,  HEALTH  CARE  RESEARCH 

MEDTEP  RESEARCH  CENTERS  ON  MINORITY  POPULATIONS  (RFA  HS-91-02)  3 

Agency  for  Health  Care  Policy  and  Research 
Index:  HEALTH  CARE  POLICY,  HEALTH  CARE  RESEARCH 


ONGOING  PROGRAM  ANNOUNCEMENTS 

ANOREXIA  NERVOSA  AND  BULIMIA  NERVOSA:  BASIC  BRAIN,  BEHAVIORAL,  AND 


CLINICAL  STUDIES  (PA-91-79)  6 

National  Institute  of  Mental  Health 
Index:  MENTAL  HEALTH 

ANTICANCER  MODEL  DEVELOPMENT  (PA-91-80)  8 

National  Cancer  Institute 
Index:  CANCER 


ERRATUM 


PROGRAM  PROJECTS  ON  AUTOIMMUNITY  (RFA  AI-91-09)  11 

National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  ALLERGY,  INFECTIOUS  DISEASES 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


NATIONAL  RESEARCH  SERVICE  AWARD- - INSTITUTIONAL  GRANTS 

RFA  AVAILABLE:  HS-91-03 

P.T.  44;  K.W.  0720005,  0730050,  1004017,  0408006 
Agency  for  Health  Care  Policy  and  Research 
Application  Receipt  Date:  October  10,  1991 
PURPOSE 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  awards  National 
Research  Service  Award  (NRSA)  institutional  grants  (T32)  to  eligible 
institutions  to  develop  or  enhance  research  training  opportunities  for 
qualified  individuals  of  the  institution's  selection  who  seek  to  prepare  for 
careers  in  health  services  research.  This  Request  for  Applications  (RFA) 
announces  the  application  receipt  date  for  this  program  (October  10,  1991)  and 

identifies  the  training  areas  of  special  interest. 

The  purpose  of  these  awards  is  to  assist  domestic  institutions  in  supporting 
predoctoral  and  postdoctoral  academic  training.  The  awards  allow  trainees  to 
gain  experience  in  applying  research  methods  to  the  systematic  analyses  and 
evaluation  of  health  services.  Individuals  are  selected  by  institutions  on 
the  basis  of  a demonstrated  interest  and  relevant  background  in  health 
services  research. 
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MECHANISM  OF  SUPPORT 


This  announcement  is  made  subject  to  availability  of  funds.  AHCPR  reserves 
the  right  to  withdraw  this  Request  for  Applications  if  funds  do  not  become 
available.  This  is  a one-time  announcement.  Applications  will  not  be 
accepted  after  October  10,  1991.  AHCPR  expects  to  fund  no  more  than  five  new 
awards  in  response  to  this  RFA. 

LEVELS  AND  AREAS  OF  TRAINING 

Applicant  institutions  may  apply  for  support  for  predoctoral  students, 
postdoctoral  students,  or  a combination.  Applicants  must  include  a rationale 
for  their  choice  of  supporting  type(s)  of  students.  Research  training  must 
provide  the  conceptual  and  methodological  foundation  for  investigating  some  or 
all  of  the  following  health  care  areas:  (1)  primary  care  issues,  including 

development  of  techniques  to  measure  the  effectiveness  of  managing  health  care 
conditions;  (2)  appropriateness  and  effectiveness  of  alternative  treatments  in 
terms  of  patient  outcomes  and  use  of  services;  (3)  factors  affecting 
dissemination  and  assimilation  of  information  on  health  care  technologies  and 
other  aspects  of  clinical  practice;  (4)  alternative  approaches  to  organizing, 
financing,  and  reimbursing  for  health  care  services  and  their  effects  on  cost, 
quality,  and  access;  (5)  application  of  medical  informatics  to  the  development 
of  expert  systems  for  treatment  selection  and  diagnosis;  (6)  practice-based 
research,  including  clinical  practice  variations  and  guideline  development; 

(7)  medical  malpractice  and  liability;  (8)  delivery  of  health  services  to  the 
medically  underserved,  especially  in  rural  areas;  (9)  availability, 
accessibility,  and  quality  of  care  for  low-income  groups,  minorities,  and  the 
elderly;  (10)  cost-effectiveness  and  cost-benefit  analysis,  including 
allocation  of  health  care  resources  and  relationship  to  health  status;  (11) 
alternative  delivery  systems,  providers,  and  practice  patterns  in  long-term 
care,  including  home  and  community-based  care;  (12)  organizational  structure, 
resource  use,  and  costs  of  care  for  persons  with  HIV-related  illnesses. 

ELIGIBILITY  REQUIREMENTS 

Domestic  nonprofit,  private  or  public,  institutions  may  apply  for  grants  to 
support  research  training  programs.  The  applicant  institution  must  have  the 
staff  and  facilities  required  for  the  proposed  program.  The  training  program 
director  at  the  institution  will  be  responsible  for  the  selection  and 
appointment  of  trainees  and  for  the  overall  direction  of  the  program. 

METHOD  OF  APPLYING 


Applications  must  be  made  on  grant  application  form  PHS  398  (rev.  10/88). 

This  revision  contains  additional  instructions  for  preparing  institutional 
National  Research  Service  Award  applications.  Completed  applications  must  be 
mailed  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCESS  AND  SCHEDULE 


The  NRSA  training  grant  receipt  date  and  review  cycle  for  all  applications 
submitted  in  response  to  this  RFA  is  indicated  below. 


Appl icat ion 
receipt  date 


Initial  review 
group  meeting 


Council  Earliest 

meeting  possible 

start  date 


October  10,  1991  November  1991 


January  1992  March  1992 


Applications  will  be  reviewed  by  an  AHCPR  initial  review  group  (IRG)  and  the 
National  Advisory  Council  for  Health  Care  Policy,  Research,  and  Evaluation. 
The  IRG  will  consider  the  following  criteria  in  its  review:  the  goals  of  the 
proposed  training  program  and  the  probability  of  achieving  them;  substantive 
content  of  the  proposed  program  and  its  relevance  to  current  health  care 
concerns,  including  courses  offered;  qualifications  and  responsibilities  of 
the  program  director;  qualifications  of  the  program's  faculty,  including 
ongoing  health  services  research,  and  commitment  to  tracking  graduates 
following  training;  program's  ability  to  recruit  qualified  trainees; 
commitment  to  adequate  space,  curriculum  time,  financial  support,  and 
appropriate  facilities;  cooperation  of  related  agencies  or  organizations  in 
providing  experience  and  research  training  sites  for  trainees;  number  and 
types  of  students  for  whom  support  is  requested;  proposed  methods  for 
monitoring  and  evaluating  the  performance  of  trainees  as  well  as  the  overall 
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program;  and  reasonableness  of  the  proposed  budget  in  relation  to  the  proposed 
training . 

In  addition  to  the  recommendations  made  by  the  IRG,  the  Council  will  consider 
the  applicant  institution's  plans  for  (and  likely  success  in)  recruitment  of 
individuals  from  underrepresented  minority  groups  into  the  training  program. 
Funding  decisions  will  be  based  on  the  review  groups'  recommendations,  the 
need  for  research  personnel  in  specified  program  areas,  and  the  availability 
of  funds. 

INQUIRIES 

The  AHCPR  supports  training  in  all  areas  of  health  services  research. 

Inquiries  regarding  this  RFA  and  requests  for  a copy  of  the  full  RFA  may  be 
directed  to : 

DonnaRae  Castillo 
NRSA  Project  Officer 

Agency  for  Health  Care  Policy  and  Research 
Parklawn  Building,  Room  18A-10 
Rockville,  MD  20857 
Telephone:  (301)  443-2904 

Information  on  grants  management  issues  may  be  obtained  from: 

Ralph  Sloat,  Chief 
Grants  Management  Branch 

Agency  for  Health  Care  Policy  and  Research 
Parklawn  Building,  Room  18A-27 
Rockville,  MD  20857 
Telephone:  (301)  443-4033 

Awards  are  made  under  authority  of  section  487  of  the  Public  Health  Service 
( PHS ) Act  as  amended  (42  USC  288).  Title  42  of  the  Code  of  Federal 
Regulations,  Part  66,  is  applicable  to  this  program.  The  program  is  described 
under  Catalog  of  Federal  Domestic  Assistance  No.  93.225. 


MEDTEP  RESEARCH  CENTERS  ON  MINORITY  POPULATIONS 

RFA  AVAILBLE : HS-91-02 

P.T.  34,  FF;  K.W.  1004017,  0730050 

Agency  for  Health  Care  Policy  and  Research 

Letter  of  Intent  Receipt  Date:  August  12,  1991 
Application  Receipt  Date:  November  12,  1991 

PURPOSE 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  invites  applications 
for  cooperative  agreements  from  nonprofit  organizations  to  develop  and  manage 
research  Centers.  The  centers  will  conduct  and  support  research,  technical 
assistance,  information  dissemination,  and  research  training  on  the 
appropriateness  and  effectiveness  of  health  care  services  and  procedures 
provided  to  minority  populations.  Support  for  these  research  centers  will  be 
provided  through  the  Medical  Treatment  Effectiveness  Program  (MEDTEP)  of  the 
Department  of  Health  and  Human  Services.  The  centers  will  be  known  as  MEDTEP 
Research  Centers  on  Minority  Populations.  For  the  purposes  of  this 
announcement,  minority  populations  are  defined  to  include  African  Americans, 
Hispanic  Americans,  American  Indians,  Alaska  Natives,  Asians,  and  Pacific 
Islanders.  Awards  are  expected  to  be  made  in  Fiscal  Year  1992. 

Preference  will  be  given  to  applicants  that  currently  devote  a major  portion 
of  their  resources  to  the  training  of  minority  health  care  providers, 
employment  of  minority  health  care  providers,  and  provision  of  health  care  to 
minority  populations.  Comments  on  this  preference  are  being  solicited  through 
a separate  notice  on  the  program  that  is  being  published  in  the  FEDERAL 
REGISTER. 

Applicants  must  have  the  scientific,  technical,  organizational,  and  physical 
resources  necessary  to  carry  out:  (1)  multidisciplinary  patient  outcomes 

research;  (2)  technical  assistance  to  health  care  providers  and  others;  (3) 
training  of  health  services  researchers;  and  (4)  dissemination  of  research 
findings  and  the  evaluation  of  dissemination  strategies. 
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The  centers  are  also  expected  to  work  with  the  AHCPR  on  analyses  and  studies. 
Such  joint  activities  may  involve  syntheses  of  research  findings,  data 
analyses,  or  the  preparation  of  background  information  on  various  topics 
relating  to  health  care  and  minority  populations.  As  part  of  a cooperative 
agreement,  the  AHCPR  will  also  have  substantive  involvement  in  the  planning 
and  conduct  of  research,  technical  assistance,  dissemination,  and  training 
carried  out  by  each  center. 

HEALTHY  PEOPLE  2000 

AHCPR  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting 
priority  areas.  This  announcement,  "MEDTEP  Research  Centers  on  Minority 
Populations,"  addresses  health  services  and  protection  objectives  21.3-21.8 
and  other  special  populations  objectives  targeting  minorities.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202-783-3238). 

CENTER  STRUCTURE  AND  MECHANISM  OF  SUPPORT 

AHCPR  funds  are  intended  to  provide  basic  support  for  each  center.  Core 
funding  will  be  provided  through  the  cooperative  agreement  (U01)  grant 
mechanism,  in  which  the  recipient  is  reimbursed  for  administrative  and  staff 
support,  the  provision  of  technical  assistance,  dissemination  mechanisms  such 
as  center- sponsored  newsletters,  and  a program  of  training  in  patient  outcomes 
research.  Research  projects  may  also  be  supported  in  their  initial  stages 
with  core  funds,  although  it  is  expected  that  research  projects  will 
ultimately  be  sponsored  with  funds  obtained  from  sources  other  than  the  AHCPR 
cooperative  agreement  grant. 

The  center  director  will  be  responsible  for  the  organization  and  operation  of 
the  center;  liaison  with  the  research  community  and  outside  entities  such  as 
professional  societies,  subcontractors,  and  consumer  groups;  and  communication 
with  the  AHCPR  on  scientific  and  operational  matters.  Personnel  and 
institutional  resources  capable  of  developing  and  maintaining  a substantial 
commitment  to  patient  outcomes  research  must  be  available.  The  center  may 
consist  of  core  staff  with  significant  time  commitments  to  the  center  and 
affiliate  staff  with  lesser  time  commitments. 

The  center  may  be  a consortium  of  organizations  that  will  provide  collateral 
or  supplemental  support  to  the  applicant  institution. 

A maximum  of  $750,000  annual  total  costs  (direct  plus  indirect)  may  be 
requested  for  full  center  support,  and  a maximum  of  $3,750,000  in  total  costs 
may  be  requested  per  application  for  full  centers  for  the  entire  project 
period,  not  to  exceed  five  years. 

Applicants  may  request  developmental  funding  of  up  to  $400,000  total  annual 
costs  for  each  of  a minimum  of  two  years  and  a maximum  of  three  years  if  the 
proposed  center  needs  time  to  develop  and  is  not  likely  to  meet  initially  all 
performance  criteria.  Funded  developmental  centers  would  be  expected  to  apply 
competitively  for  funding  to  become  full  centers  by  the  end  of  their 
developmental  period. 

The  AHCPR  expects  to  commit  up  to  $4  million  in  competitive  awards  for  MEDTEP 
Research  Centers  on  Minority  Populations  in  Fiscal  Year  1992,  depending  upon 
the  availability  of  funds. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

The  AHCPR  adheres  to  NIH  and  ADAMHA  policy  requiring  applicants  for  research 
grants  to  include  minorities  and  women  in  study  populations,  so  that  research 
findings  can  be  of  benefit  to  all.  This  announcement  obviously  addresses  that 
policy  with  regard  to  minorities.  Additional  emphasis,  however,  should  be 
placed  on  the  need  to  include  women  of  all  ages  in  studies  of  diseases, 
disorders,  and  conditions  that  affect  them. 

REVIEW  PROCEDURES 

Applications  for  these  cooperative  agreements  will  be  evaluated  by  the  AHCPR 
grant  peer  review  process.  Applications  will  initially  be  assessed  by  AHCPR 
staff  for  responsiveness  to  this  announcement.  Nonrespons ive  applications 
will  be  returned  without  further  consideration. 
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All  responsive  applications  will  undergo  peer  review  for  scientific  merit  by 
an  AHCPR  review  committee  of  non-Federal  experts,  and  those  recommended  for 
approval  will  also  be  reviewed  by  the  National  Advisory  Council  for  Health 
Care  Policy,  Research,  and  Evaluation. 

ELIGIBILITY 

Only  nonprofit  organizations  are  eligible  to  apply.  Foreign  institutions  are 
not  eligible  to  apply. 

METHOD  OF  APPLYING 

All  applicants,  except  State  and  local  governments,  must  use  application  form 
PHS  398  (revised  10/88).  State  and  local  governments  may  use  form  PHS  5161, 
Application  for  Federal  Assistance.  These  forms  are  available  at  most 
institutional  business  offices,  from  the  Office  of  Grants  Inquiries,  Division 
of  Research  Grants,  National  Institutes  of  Health,  Room  499,  Westwood 
Building,  5333  Westbard  Avenue,  Bethesda,  MD  20892,  and  from  the  AHCPR  Office 
of  Scientific  Review  at  the  address  below. 

The  original  and  five  copies  of  the  completed  application  PHS  398  (or  the 
original  and  two  copies  of  PHS  5161)  are  to  be  mailed  or  delivered  to: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Completed  applications  must  be  received  at  the  Division  of  Research  Grants  on 
or  before  November  12.  Late  applications  will  be  returned  without  review. 

Potential  applicants  are  requested  to  submit  a letter  of  intent  to  Dr.  Miriam 
A.  Kelly  at  the  Rockville  address  below  by  August  12,  1991.  A letter  of 
intent  is  neither  required  nor  binding,  and  does  not  enter  into  the  review  of 
subsequent  applications.  The  letter  of  intent  should  include  the  name(s)  of 
the  proposed  Principal  Investigator,  principal  collaborators,  and 
organ izat ion ( s ) involved. 

Grant  application  materials  may  be  obtained  from: 

Office  of  Scientific  Review 

Office  of  Planning  and  Resource  Management 
Agency  for  Health  Care  Policy  and  Research 
Room  18A20,  5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-3091 

TIMETABLE 

Letter  of  intent  receipt  date:  August  12,  1991 
Application  receipt  date:  November  12,  1991 
Initial  (scientific)  review  date:  February  7,  1992 
National  Advisory  Council  meeting  date:  May  1992 
Earliest  grant  award  and  start  date:  July- September  1992 

For  further  program  information  and  to  request  a copy  of  the  RFA,  write  or 
call  : 

Dr.  Miriam  A.  Kelly 

Health  Scientist  Administrator 

Center  for  Medical  Effectiveness  Research 

Agency  for  Health  Care  Policy  and  Research 

6001  Montrose  Road,  Suite  704 

Rockville,  MD  20852 

Telephone:  (301)  443-0782 

For  information  on  grants  and  business  management  aspects,  write  or  call: 
Ralph  L.  Sloat 

Chief,  Grants  Management  Branch,  OPRM 
Agency  for  Health  Care  Policy  and  Research 
5600  Fishers  Lane,  Room  18A27 
Rockville,  MD  20857 
Telephone:  (301)  443-4033 
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Potential  applicants  should  refer  to  the  full  RFA  for  more  detailed 
information,  including  criteria  that  will  be  used  in  the  review  of 
appl icat ions . 

The  requirements  of  Executive  Order  12372  are  not  applicable  to  the  AHCPR 
research  grant  program.  This  program  is  described  in  the  Catalog  of  Federal 
Domestic  Assistance  number  93.180.  Funded  projects  will  operate  under  the  PHS 
Grants  Policy  Statement  (10/1/90  Edition)  and  92  CFR,  Part  67,  Subpart  A. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


ANOREXIA  NERVOSA  AND  BULIMIA  NERVOSA:  BASIC  BRAIN.  BEHAVIORAL.  AND  CLINICAL 

STUDIES 

PA:  PA-91-79 

P.T.  39;  K.W.  0909000,  0755030,  0785055,  1002030,  0795020,  0795027 
National  Institute  of  Mental  Health 

The  National  Institute  of  Mental  Health  (NIMH)  invites  applications  that  use 
any  of  the  available  research  grant  mechanisms  for  the  studies  relevant  to  the 
epidemiology,  etiology,  treatment,  and  prevention  of  anorexia  nervosa  and 
bulimia  nervosa.  The  purpose  of  this  announcement  is  to  place  additional 
research  emphasis  on  behavioral,  clinical,  and  central  nervous  system  (CNS) 
aspects  of  ingestive  behaviors  and  eating  disorders. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS- led  national 
activity  for  setting  priority  areas.  Potential  applicants  may  obtain  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00973-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00973-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20092-9325  (telephone:  202-783*3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  any  public  or  private,  nonprofit  or 
for-profit , organ izat ions  such  as  universities , colleges  hospital s , 
laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Women  and  minority  investigators  are  encouraged  to 
apply. 

STUDY  POPULATIONS 

Applications  for  this  grant  are  encouraged  to  include  both  women  and 
minorities  in  study  populations,  unless  scientific  evidence  or  other 
justification  for  not  including  them  is  provided.  This  requirement  is 
intended  to  ensure  that  the  research  findings  will  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder,  or  condition  under  study.  For  the 
purpose  of  these  policies,  clinical  research  involves  human  studies  of 
etiology,  treatment,  diagnosis,  prevention,  or  epidemiology  of  diseases, 
disorders,  or  conditions,  including  but  not  limited  to  clinical  trials;  and 
minorities  include  U.S.  racial/ethnic  minority  populations  (specifically 
American  Indians  or  Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  and 
Hispanics ) . 

The  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA)  recognizes 
that  it  may  not  be  feasible  or  appropriate  in  all  clinical  research  projects 
to  include  representation  of  the  full  array  of  U.S.  racial/ethnic  minority 
populations.  However,  applicants  are  urged  to  assess  carefully  the 
feasibility  of  including  the  broadest  possible  representation  of  minority 
groups . 

Applications  should  include  a description  of  the  composition  of  the  proposed 
study  population  by  gender  and  racial/ethnic  group,  and  the  rationale  for  the 
numbers  and  kinds  of  people  selected  to  participate.  This  information  should 
be  included  in  the  PHS  form  398,  Section  2,  A~D  of  the  Research  Plan  and 
summarized  in  Section  2,  E,  Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority 
representation  appropriate  to  the  scientific  objectives  of  the  work  proposed. 
If  representation  of  women  or  minorities  in  sufficient  numbers  to  permit 
assessment  of  differential  effects  is  not  feasible  or  appropriate,  the  reasons 
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for  this  must  be  explained  and  justified.  The  rationale  may  relate  to  the 
purpose  of  the  research,  the  health  of  the  subjects,  or  other  compelling 
circumstances  (e.g.,if  in  the  only  subject  population  available  there  is  a 
disproportionate  representation  in  terms  of  age  distribution,  risk  factors, 
incidence/prevalence,  etc.,  of  one  gender  or  minority/majority  group). 

If  the  required  information  is  not  contained  within  the  application,  the 
review  will  be  deferred  until  it  is  complete.  Peer  reviewers  will  address 
specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  gender  and/or  minority  representation/ justification  are  judged 
to  be  inadequate,  the  reviewers  will  consider  this  as  a deficiency  in 
assigning  the  priority  score  to  the  application. 

All  applications/proposals  for  clinical  research  submitted  to  ADAMHA/NIMH  are 
required  to  address  these  policies.  ADAMHA/NIMH  funding  components  will  not 
award  grants  that  do  not  comply  with  these  policies. 

Applicants  should  also  be  aware  that  the  Department  of  Health  and  Human 
Services  has  regulations  for  the  protection  of  human  subjects  and  has 
developed  additional  regulations  for  the  protection  of  children.  A copy  of 
these  regulations,  45  CFR  46,  Protection  of  Human  Subjects,  is  available  from 
the  Office  for  Protection  from  Research  Risks,  National  Institutes  of  Health, 
Building  31,  Room  5B59  Bethesda,  Maryland  20892. 

REVIEW  PROCEDURES 

Applications  will  be  received  under  the  usual  PHS  receipt  and  review  schedule. 
Applications  will  be  reviewed  by  an  initial  review  group  (IRG)  consisting 
primarily  of  non-Federal  scientific  and  technical  experts.  Applications  will 
receive  a second-level  review  by  the  appropriate  Advisory  Council  based  on 
policy  considerations  as  well  as  scientific  merit.  Only  applications 
recommended  for  approval  by  Council  may  be  considered  for  funding. 

APPLICATION  PROCEDURES 

All  research  applicants  must  use  the  current  version  of  the  grant  application 
form  PHS  398  (rev.  10/88).  Support  may  be  requested  for  a period  of  up  to 
five  years.  Annual  awards  will  be  made  subject  to  continued  availability  bf 
funds  and  progress  achieved.  A competing  supplemental  application  may  be 
submitted  during  an  approved  period  of  support  to  expand  the  scope  or  protocol 
of  a project  during  the  approved  period.  A competing  continuation  (i.e., 
renewal)  application  may  be  submitted  before  the  end  of  an  approved  period  of 
support  to  continue  a project. 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct 
research  projects,  including  direct  costs  that  can  be  specifically  identified 
with  the  project  and  allowable  indirect  costs  of  the  institution.  Funds  may 
not  be  used  to  establish,  add  a component  to,  or  operate  a treatment, 
rehabilitation,  or  prevention  intervention  service  program.  Support  for 
research-related  treatment,  rehabilitation,  or  prevention  services  and 
programs  may  be  requested  only  for  costs  required  by  the  research.  These 
costs  must  be  justified  in  terms  of  research  objectives,  methods,  and  designs 
that  promise  to  yield  general izable  knowledge  and/or  make  significant 
contribution  to  theoretical  concepts. 

MECHANISMS  OF  SUPPORT 

Applications  are  requested  under  the  traditional  research  project  (R01),  First 
Independent  Research  Support  and  Transition  (FIRST)  Award  (R29),  small  grant 
(R03),  institutional  research  training  (T32),  individual  fellowship  (pre-  and 
post-doctoral)  (F  series),  career  development  (K  series),  and  program  project 
(P01)  mechanisms.  In  Fiscal  Year  1990,  it  is  estimated  that  approximately  $6 
million  was  available  to  support  20  new  and  continuation  grants  on  anorexia 
nervosa  and  bulimia  nervosa.  However,  the  amount  of  funding  will  depend  upon 
availability  of  funds  and  program  priorities  at  the  time  of  the  award. 

INQUIRIES 

Copies  of  this  full  announcement  and  additional  information  may  be  obtained  by 
contact ing : 
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Susan  J.  Blumenthal,  M.D,  M.P.A. 

Chief,  Behavioral  Medicine  Program 

Basic  Prevention  and  Behavioral  Medicine  Research  Branch 

Division  of  Basic  Brain  and  Behavior  Sciences 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  11C-06 

Rockville,  MD  20857 

Telephone:  (301)  443-4337 

Information  on  grants  management  issues  may  be  obtained  from: 

Stephen  Hudak 

Chief,  Grants  Management  Section 
Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-26 
Rockville,  MD  20857 
Telephone:  (301)  443-4456 

Awards  are  made  under  authority  of  Section  301  of  the  Public  Health  Service 
Act  (42  U.S.C.  241),  and  Catalog  of  Federal  Domestic  Assistance  93.242. 


ANTICANCER  MODEL  DEVELOPMENT 

PA:  PA-91-80 

P.T.  34;  K.W.  0755020,  0740020,  0755010,  0760075 
National  Cancer  Institute 

Application  Receipt  Dates:  October  1,  February  1,  and  June  1 
PURPOSE 

Cancer  treatments  with  greater  specificity  for  cancer  cells  and  less  toxicity 
for  normal  tissues  are  critically  needed,  especially  for  common  solid  tumors 
that  afflict  the  aging  population.  As  we  enter  an  era  of  increased 
understanding  of  the  process  of  malignancy,  opportunities  are  emerging  for 
defining  and  exploiting  new  molecular  targets  for  the  discovery  of  more  useful 
therapies.  With  the  development  of  a more  rational  framework  for  the 
treatment  of  cancer,  the  ability  to  select  therapy  for  the  individual  patient 
should  also  improve.  The  objective  of  this  announcement  is  to  encourage 
research  in  the  development  of  models  that  will  lead  to  the  discovery  and  use 
of  more  effective  therapies.  Projects  can  be  multidisciplinary  as  long  as 
they  are  well  focused  and  meet  the  criteria  described  below. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  program  announcement,  Anticancer 
Model  Development,  is  related  to  the  priority  area  of  cancer.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

RESEARCH  OBJECTIVES 

The  Division  of  Cancer  Treatment  of  the  National  Cancer  Institute  is  seeking 
applications  for  traditional  research  grants  (R01)  with  a focus  on  models  that 
will  be  more  predictive  of  the  clinical  usefulness  of  new  anticancer 
treatments.  Examples  of  studies  that  might  be  addressed  include,  but  are  not 
1 imit ed  to : 

o Rapid,  resource  efficient  and  cost-effective  methods  for  evaluating 
new,  potential  anticancer  agents.  For  example,  receptor-based 
screening  techniques  have  been  used  effectively  in  other  areas  of 
medicine,  such  as  in  the  search  for  drugs  that  lower  blood 
cholesterol  levels.  Assays  that  exploit  recent  discoveries  in  the 
molecular  biology  of  tumor  development,  such  as  suppressor  genes, 
are  especially  attractive.  Cell  culture  assays  with  cytotoxic 
endpoints  that  do  not  offer  a distinct  advantage  over  models  in 
current  use  are  not  encouraged.  Applications  that  focus  on 
screening  or  scale-up  of  existing  procedures  are  not  encouraged. 
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o Animal  models  that  include  the  development  of  valid,  surrogate 
endpoints  for  survival.  Transgenic  animals,  mice  with  a genetic 
predisposition  to  cancer,  and  severe  combined  immunodef icient 
(SCID)  mice  are  examples  of  models  used  in  other  fields,  such  as 
carcinogenesis,  differentiation,  and  tumor  biology,  that  could  be 
adapted  for  therapeutic  studies. 

o Models  that  will  help  select  therapy  for  individual  patients.  The 
expense  and  time  for  clinical  trials  could  be  reduced  by  selecting 
therapies  with  greater  probability  of  effectiveness  for  a given 
patient.  Assays  now  being  used  to  diagnose  cancer,  such  as  those 
involving  the  polymerase  chain  reaction,  could  be  adapted  for 
improved  therapy  selections.  Applications  are  encouraged  with  an 
emphasis  on  the  development  and  evaluation  of  assays  up  to  the 
point  where  they  could  be  used  in  prospective  clinical  trials  to 
validate  the  model. 

Whichever  model  development  approach  is  taken,  applicants  must  provide  a 
rationale  for  how  the  model  may  identify  improved  therapies  or  may  enhance 
therapy  selections  and  must  outline  a research  plan  involving  a testable 
hypothesis.  The  nature  of  the  model  is  limited  only  by  the  creativity  and 
ability  of  the  applicant. 

MECHANISM  OF  SUPPORT 

This  program  will  be  supported  through  the  NIH  grant-in-aid  mechanism  (R01). 
This  program  announcement  is  a continuous  announcement  until  retracted. 
Applications  and  future  unsolicited  competing  renewal  applications  will 
compete  as  research  project  applications  with  all  other  invest igator- initiated 
applications  and  be  reviewed  in  a standing  Division  of  Research  Grants  study 
sect  ion . 

Applications  will  compete  for  available  funds  with  all  other  approved 
applications  within  the  assigned  Institute. 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic  and  foreign,  public  or  private, 
nonprofit  or  for-profit,  organizations  such  as  universities,  colleges, 
hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible 
agencies  of  the  Federal  Government.  Applications  from  minority  individuals 
and  women  are  encouraged. 

REVIEW  PROCEDURES 

Applications  will  be  assigned  on  the  basis  of  established  Public  Health 
Service  referral  guidelines.  Applications  will  be  reviewed  for  scientific  and 
technical  merit  by  a study  section  of  the  Division  of  Research  Grants. 
Following  study  section  review,  the  applications  will  receive  a second-level 
review  by  the  appropriate  national  advisory  council  or  board. 

REVIEW  CRITERIA 

o Scientific  merit  and  originality  of  proposed  research. 

o Appropriateness  and  adequacy  of  the  experimental  approach  and 
methodology  proposed  to  carry  out  the  research. 

o Qualifications  of  the  Principal  Investigator  and  support  staff  in 
regard  to  research  experience,  competence,  commitment,  and  time 
availabil ity . 

o Adequacy  of  existing  physical  facilities  and  the  research 
environment . 

o Adequacy  of  proposed  means  for  protecting  against  adverse  effects 
upon  humans,  vertebrate  animals,  and  the  environment. 

The  review  group  will  critically  examine  the  requested  budget  and  will 
recommend  an  appropriate  budget  and  period  of  support  for  each  application 
recommended  for  further  consideration. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
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women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objective  of 
the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 

Applicants/offerors  are  urged  to  assess  carefully  the  feasibility  of  including 
the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic 
minority  populations  ( i . e . , Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale 
for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  the  study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl icat ion . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

METHOD  OF  APPLYING 

Applications  must  be  submitted  on  the  grant  application  form  PHS  398  (revised 
10/88)  and  will  be  accepted  at  the  standard  application  deadlines. 

Application  kits  are  available  at  most  institutional  business  and 
grant/contract  offices  and  may  be  obtained  from  the  Division  of  Research 
Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  999,  Bethesda, 
MD  20892,  telephone  (301)  996-7991.  The  title  and  number  of  this  announcement 
must  be  typed  in  line  2 on  the  face  page  of  the  application. 

The  original  application  and  six  signed  exact  photocopies  must  be  submitted  or 
del ivered  to : 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  290 
Bethesda,  MD  20892** 

INQUIRIES 

Inquiries  about  the  objectives  of  this  program  announcement  may  be  addressed 
to  : 
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NIH  LIBRARY 


Mary  K.  Wolpert,  Ph . D . 

Developmental  Therapeutics  Program 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  832 
Bethesda,  MD  20892 
Telephone:  C301)  496-8783 

Inquiries  of  a budgetary  or  administrative  nature  should  be  directed  to: 

Ms.  Barbara  A.  Fisher 
Grants  Management  Specialist 
National  Cancer  Institute 
Executive  Plaza  South,  Room  242 
Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  Ext.  29 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.395,  Cancer  Treatment  Research.  Awards  will  be  made  under  the  authority  of 
Public  Health  Service  Act,  Title  IV,  Sections  301,  410,  and  411,  Part  A 
(Public  Law  78-410,  42  USC  241  as  amended,  Public  Law  99-158,  42  USC  285a)  and 
administered  under  PHS  grant  policies  and  Federal  Regulations  at  42  CFR  Part 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  to  Health  System  Agency 
review.  Awards  will  be  administered  under  Public  Health  Service  grants  policy 
as  stated  in  the  PHS  Grants  Policy  Statement,  DHHS  Publication  No.  (OASH) 
90-50,000,  revised  October  1,  1990. 
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ERRATUM 


PROGRAM  PROJECTS  ON  AUTOIMMUNITY 

RFA : AI-91-09 

P.T.  34;  K.W.  0715015,  0745027,  0745070,  0710030 
National  Institute  of  Allergy  and  Infectious  Diseases 

The  fourth  paragraph  under  Mechanisms  of  Support  of  the  full  text  online 
version  of  the  Request  for  Applications,  "Program  Projects  on  Autoimmunity" 
(NIH  Guide  for  Grants  and  Contracts,  Vol.  20,  No.  23,  June  14,  1991)  states 
that  support  will  be  limited  to  a maximum  of  four  years.  The  maximum  period 
of  support  is  in  error  and  is  amended  to  read:  Support  for  a program  project 
in  autoimmune  mechanisms  in  disease  will  be  limited  to  a maximum  of  FIVE 
years . 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 
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NOTICES 


HUMAN  SUBJECTS  CERTIFICATIONS  AND  VERTEBRATE  ANIMAL  VERIFICATIONS  IN 
APPLICATIONS  FOR  NON-COMPETING  (TYPE  5)  CONTINUATION  OF  PHS  GRANT  AWARDS  ...  1 
National  Institutes  of  Health 
Index:  NATIONAL  INSTITUTES  OF  HEALTH 


COMMON  RULE  FOR  THE  PROTECTION  OF  HUMAN  SUBJECTS  2 

National  Institutes  of  Health 
Index:  NATIONAL  INSTITUTES  OF  HEALTH 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


SHELF-LIFE  EVALUATION  OF  CLINICAL  DRUGS  (RFP)  3 

National  Cancer  Institute 
Index:  CANCER 


ONGOING  PROGRAM  ANNOUNCEMENTS 


MULTI-INSTITUTIONAL  COLLABORATIVE  RESEARCH  PROJECT  (PA-91 -81)  4 

National  Institute  of  Mental  Health 
Index:  MENTAL  HEALTH 

ASSOCIATION  OF  ARTHRITIS,  INFLAMMATORY  MUSCLE  DISEASES  AND  OTHER 

RHEUMATIC  MANIFESTATIONS  WITH  HIV  POSITIVITY  AND  AIDS  (PA-91 -82)  5 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Index:  ARTHRITIS,  MUSCULOSKELETAL  DISEASES,  SKIN  DISEASES 

CANCER  THERAPY  RESEARCH  IN  LUNG  CANCER  (PA-91 -83)  8 

National  Cancer  Institute 
Index:  CANCER 


NOTE:  The  NIH  Guide  for  Grants  and  Contracts  will  not  be  published 

on  August  9,  1991.  The  next  issue  will  be  August  16,  1991. 


NOTICES 


HUMAN  SUBJECTS  CERTIFICATIONS  AND  VERTEBRATE  ANIMAL  VERIFICATIONS  IN 

APPLICATIONS  FOR  NON  - COMPETING  (TYPE  5)  CONTINUATION  OF  PHS  GRANT  AWARDS 

P.T.  34;  K.W.  1014006,  1014003,  0783005 
National  Institutes  of  Health 

It  has  come  to  the  attention  of  the  NIH  Grants  Policy  Office  and  the  Office 
for  Protection  from  Research  Risks  that  applicant  organizations  often  submit 
applications  for  non-competing  (Type  5)  continuation  support  that  are  missing 
the  required  approvals  for  involvement  of  human  subjects  and/or  vertebrate 
animals.  The  PHS  2590  application  kit  for  non-competing  (Type  5)  continuation 
support  instructs  that  in  activities  involving  human  subjects  and/or 
vertebrate  animals,  the  applicant  organization  is  required  to  provide  on  the 
face  page  of  the  application  the  most  recent  date  of  approval  by  the 
Institutional  Review  Board  (IRB)  and/or  Institutional  Animal  Care  and  Use 
Committee  (IACUC).  This  information  is  to  be  provided  at  the  time  of 
application  submission.  The  60-day  grace  period,  allowed  for  competing  (Type 
1 and  2)  applications,  may  not  be  invoked  for  noncompeting  (Type  5) 
continuation  applications.  (See  related  notice  in  this  issue).  Furthermore, 
no  application  for  continuation  support  may  be  submitted  until  the  necessary 
IRB  certification  and/or  IACUC  verification  of  review  has  been  obtained  (PHS 
2590,  page  9).  Delay  in  submitting  the  required  certification/verification 
will  result  in  substantial  delays  in  the  award  process. 

Questions  concerning  this  notice  may  be  addressed  to  the  Grants 
Management  Office  of  the  NIH  awarding  unit. 


NIH  GUIDE  - Vol.  20,  No.  30,  August  2,  1991  - Page  1 


COMMON  RULE  FOR  THE  PROTECTION  OF  HUMAN  SUBJECTS 


P.T.  34;  K.W.  1014006,  0783005 
National  Institutes  of  Health 

The  Federal  Policy  for  the  Protection  of  Human  Subjects  was  published  in  the 
Federal  Register  on  June  18,  1991,  as  a final  common  rule  ( 56CFR28004 ) . The 
common  rule  applies  to  sixteen  Federal  departments  and  agencies  conducting  or 
supporting  research  involving  human  subjects.  These  include  the  Departments 
of  Agriculture,  Commerce,  Defense,  Education,  Energy,  Health  and  Human 
Services,  Housing  and  Urban  Development,  Justice,  Transportation,  Veterans 
Affairs,  and  the  Agency  for  International  Development,  Central  Intelligence 
Agency,  Consumer  Product  Safety  Commission,  Environmental  Protection  Agency, 
National  Science  Foundation,  and  National  Aeronautics  and  Space 
Administration.  In  addition,  the  Food  and  Drug  Administration  simultaneously 
published  modifications  to  its  regulations  to  adopt  provisions  of  the  common 
rule  . 

Publication  of  the  common  rule  implements  a 1981  recommendation  of  the  former 
President's  Commission  for  the  Study  of  Ethical  Problems  in  Medicine  and 
Biomedical  and  Behavioral  Research.  The  recommendation  called  for  a uniform 
policy  governing  federally  conducted  or  supported  research  involving  human 
subjects  based  on  regulations  for  the  protection  of  human  subjects  of  the 
Department  of  Health  and  Human  Services  (HHS).  An  interagency  committee 
developed  the  Federal  policy  under  the  auspices  of  the  Office  of  Science  and 
Technology  Policy.  The  policy  was  first  published  in  1986  as  a proposed 
"model  policy,"  and  then  in  1988  as  a Notice  of  Proposed  Common  Rule  Making. 

The  common  rule  provides  for  protection  mechanisms  such  as  prospective  and 
ongoing  review  of  research  by  institutional  review  boards,  assessment  of  risks 
and  benefits  of  research  to  human  subjects,  an  informed  consent  process,  and  a 
system  of  institutional  assurances  of  compl iance  with  regulatory  requirements 
to  protect  human  subjects. 

Implementation  of  the  common  rule  on  the  part  of  the  departments  and  agencies 
will  provide  wider  application  of  recognized  protections  for  research  subjects 
and  a more  consistent  regulatory  approach  for  institutions  conducting 
Federally  supported  research. 

The  common  rule  is  based  on  and  replaces  subpart  A of  the  1981  Department  of 
Health  and  Human  Services  regulations  for  the  protection  of  human  subjects  at 
Title  45  CFR  Part  46  and  is  quite  similar  to  those  regulations.  There  are 
some  important  differences , however . For  example : 

Grace  Period: 

The  common  rule  does  not  expl ic itly  incorporate  the  regulatory  provision  that 
is  a part  of  the  1981  Department  of  Health  and  Human  Services'  regulations  for 
a "60 -day  grace  period"  for  Multiple  Project  Assurance  Institutional  Review 
Boards  ( IRBs ) to  certify  IRB  review  and  approval  after  a receipt  of  an 
application . 

The  grace  period  is  not  meaningful  in  the  context  of  the  review  processes  of 
other  departments;  hence,  it  is  not  appropriate  to  include  it  in  a common 
rule.  The  preamble  to  the  rule  indicates  that  HHS  intends  to  retain 
administratively  the  grace  period,  however. 

In  response  to  the  Notice  of  Proposed  Rule  Making , many  institutions  raised 
concerns  about  loss  of  the  grace  period . HHS , which  includes  the  Publ ic 
Health  Service , will  still  honor  the  policy  that  within  60  days  after  the  date 
of  submission  to  HHS  of  an  appl icat ion  or  proposal , an  institution  with  an 
approved  assurance  covering  the  proposed  research  shall  certify  that  the 
application  or  proposal  has  been  reviewed  and  approved  by  the  IRB , except 
whenever  there  is  a specific  mandate  and  advisory  to  do  so  within  a different 
time  period , e . g . , for  certain  HIV-related  research  ( see  NIH  Guide  for  Grants 
and  Contracts,  Vol.  17,  No.  13,  April  8,  1998). 

As  provided  in  the  regulations  at  Title  45  CFR  Part  46.103(f),  institutions 
without  an  assurance  on  file  that  covers  the  research  to  be  conducted  shall 
certify  that  the  appl icat ion  or  proposal  has  been  approved  by  the  IRB  with  30 
days  after  receipt  of  a request  for  an  Assurance  of  Complicance  from  the 
Office  for  Protection  from  Research  Risks.  If  the  certification  is  not 
submitted  within  these  time  limits,  the  application  or  proposal  may  be 
returned  to  the  institution. 
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The  above  pertains  to  applications  for  competing  awards.  For  information 
regarding  applications  for  noncompeting  continuation  support,  see  other  notice 
in  this  issue. 

Exempt ions : 

The  exemptions  in  Section  101,  applicability,  differ  slightly  from  those  in 
the  1981  regulations  at  Title  45  CFR  Part  46. 

Applicant  institutions  should  become  familiar  with  the  exemptions  and  be 
certain  to  cite  the  correct  exemption,  if  applicable,  in  the  PHS  398  Public 
Health  Service  Grant  Application  and  in  other  documents. 

There  are  additional  differences  between  the  1981  HHS  regulations  and  the 
common  rule  with  which  researchers  and  administrators  will  want  to  become 
aware . 

Copies  of  the  common  rule  have  been  provided  to  Multiple  Project  Assurance 
Institutions  and  their  Institutional  Review  Boards.  For  further  information, 
contact : 

The  Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31 , Room  5B59 

Bethesda , MD  20892 

Telephone:  (301)  496-7005 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


SHELF-LIFE  EVALUATION  OF  CLINICAL  DRUGS 

RFP  AVAILABLE:  NCI -CM-27721 - 1 9 
P.T.  34;  K.W.  0740025,  1003008 
National  Cancer  Institute 

The  Pharmaceutical  Resources  Branch  of  the  Developmental  Therapeutics  Program, 
Division  of  Cancer  Treatment,  National  Cancer  Institute  (NCI),  is  seeking  a 
contractor  experienced  in  analysis  and  evaluation  of  clinical  pharmaceuticals 
to  provide  proper  storage,  adequate  testing,  and  evaluation  of  the  shelf-life 
of  samples  of  investigational  clinical  drug  formulations,  including  both 
injectable  products  and  oral  dosage  forms,  and  report  the  results  of  such 
testing.  Data  provided  in  these  reports  will  be  used  for  providing  NCI  and 
its  investigators  with  information  regarding  the  proper  storage  and  handling 
of  various  drug  products  under  investigation,  for  determining  appropriate 
expiration  dates  for  the  products,  and  to  support  NCI  Investigational  New  Drug 
Applications  (INDs)  files  with  the  Food  and  Drug  Administration  (FDA). 

Storage  and  inspection  of  reserve  samples  as  defined  by  the  FDA  Current  Good 
Manufacturing  Practices  Regulations  shall  be  required.  The  contractor  will  be 
responsible  for  validating  each  of  the  analytical  methods  in  conformance  with 
FDA  requirements  prior  to  use. 

RFP  No.  NCI -CM-27721 - 1 9 will  be  issued  upon  request  to  Zetherine  Gore, 

Contract  Specialist,  on  or  about  July  31,  1991.  Proposals  will  be  due 
approximately  45  days  thereafter.  The  contract  period  is  five  years  beginning 
approximately  May  1992.  The  NCI  expects  to  award  one  contract  from  this 
sol icitat ion . 

For  a copy  of  RFP  NCI -CM-27721 - 1 9 , send  a stamped,  self-addressed  envelope  to: 

Ms.  Zetherine  Gore 
Contract  Specialist 

Developmental  Therapeutics  Program 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  South,  Room  603 
Bethesda,  MD  20892 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


MULTI-INSTITUTIONAL  COLLABORATIVE  RESEARCH  PROJECT 

PA  AVAILABLE:  PA-91 -81 

P.T.  39;  K.W.  0715095,  0715129 

Nat ional  Institute  of  Mental  Health 

The  National  Institute  of  Mental  Health  (NIMH)  is  accepting  applications  for 
Multi-Institutional  Collaborative  Research  Projects  (MICRPs).  These  are 
investigator-initiated  and  investigator-coordinated,  multi-site  projects.  The 
purpose  of  the  MICRP  (RIO)  mechanism  is  to  facilitate  research  that  requires 
collaboration  between  or  among  organizationally  distinct  entities  and  that  is 
best  carried  out  if  the  independence  of  the  investigators  is  maintained,  while 
simultaneously  providing  a mechanism  for  coordination  within  the  overall 
project.  Unlike  the  cooperative  agreement  (U01)  mechanism,  the  MICRPs  will 
not  have  a Federal  collaborator  involved  in  planning  or  conducting  the 
research.  In  contrast  with  the  traditional  research  project  (R01)  award,  no 
subcontracting  will  be  required  to  support  the  collaborative  research 
projects,  and  each  site  will  have  a Principal  Investigator. 

This  announcement  summarizes  the  guidelines  for  the  preparation,  review,  and 
administration  of  multi-site  collaborative  studies  in  mental  health. 

Interested  parties  are  encouraged  to  obtain  the  Program  Announcement  (PA)  from 
the  NIMH  staff  contact  listed  below.  Applications  may  be  submitted  by  any 
public  or  private,  non-profit  or  for-profit,  organization,  including  units  of 
State  and  local  governments.  Women  and  minority  investigators  are  especially 
encouraged  to  apply. 

Separate  applications  must  be  submitted  from  each  participating  institution, 
and  applicants  must  use  the  form  PHS  398  (revised  10/88).  All  applications 
comprising  the  MICRP  must  be  submitted  for  the  same  receipt  deadline  and  have 
identical  titles.  Complete  item  2 of  the  face  page  by  typing  the  title  and 
number  of  this  announcement. 

Applications  for  NIMH  grants  and  cooperative  agreements  are  required  to 
include  both  women  and  minorities  in  study  populations  for  clinical  research, 
unless  compelling  scientific  or  other  justification  for  not  including  either 
women  or  minorities  is  provided.  This  requirement  is  intended  to  ensure  that 
research  findings  will  be  of  benefit  to  all  persons  at  risk  of  the  disease, 
disorder,  or  condition  under  study.  For  the  purpose  of  these  policies, 
clinical  research  involves  human  studies  of  etiology,  treatment,  diagnosis, 
prevention,  or  epidemiology  of  diseases,  disorders,  or  conditions,  including 
but  not  limited  to  clinical  trials;  and  minorities  include  U.S.  racial/ethnic 
minority  populations  (specifically,  American  Indians  or  Alaskan  Natives, 
Asian/Pacific  Islanders,  Blacks,  and  Hispanics).  NIMH  recognizes  that  it  may 
not  be  feasible  or  appropriate  in  all  clinical  research  projects  to  include 
representation  of  the  full  array  of  U.S.  racial/ethnic  minority  populations. 
However,  applicants  are  urged  to  assess  carefully  the  feasibility  of  including 
the  broadest  possible  representation  of  minority  groups  in  the  project  as  a 
whole. 

Applications  should  include  a description  of  the  composition  of  the  proposed 
study  population  by  gender  and  racial/ethnic  group,  and  the  rationale  for  the 
numbers  and  kinds  of  people  selected  to  participate.  This  information  should 
be  included  in  the  form  PHS  398  in  Section  2,  A-D , of  the  Research  Plan  AND 
summarized  in  Section  2,  E,  Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority 
representation  appropriate  to  the  scientific  objectives  of  the  work  proposed. 
If  representation  of  women  or  minorities  in  sufficient  numbers  to  permit 
assessment  of  differential  effects  is  not  feasible  or  is  not  appropriate,  the 
reasons  for  this  must  be  explained  and  justified.  The  rationale  may  relate  to 
the  purpose  of  the  research,  the  health  of  the  subjects,  or  other  compelling 
circumstances  ( e . g . , if  in  the  only  study  population  available  there  is  a 
disproportionate  representation  in  terms  of  age  distribution,  risk  factors, 
incidence/prevalence,  etc.,  of  one  gender  or  minority/majority  group). 

If  the  required  information  is  not  contained  within  the  application,  the 
review  will  be  deferred  until  it  is  complete.  Peer  reviewers  will  address 
specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  gender  and/or  minority  representation/ justification  are  judged 
to  be  inadequate,  reviewers  will  consider  this  as  a deficiency  in  assigning 
the  priority  score  to  the  application. 
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All  applications/proposals  for  clinical  research  are  required  to  address  these 
policies.  NIMH  will  not  award  grants  that  do  not  comply  with  these  policies. 

Applications  will  be  received  according  to  the  standard  PHS  review  schedules. 
All  applications  will  be  reviewed  for  scientific  and  technical  merit  by  an 
initial  review  group  (IRG),  composed  primarily  of  non-Federal  scientific 
experts,  and  by  the  appropriate  Advisory  Council.  By  law,  only  projects 
recommended  for  approval  by  the  IRG  and  Council  may  be  considered  for  funding. 

Each  application  within  the  RIO  will  be  evaluated  on  the  merit  of  the  overall 
project  plan,  the  merit  of  each  site's  individual  contributions,  and  the 
relationship  between  these  two  aspects.  The  priority  score  assigned  to  each 
application  will  be  based  on  the  IRG  evaluation  of  the  merits  of  the  entire 
project  Call  sites)  proposed  for  the  MICRP  as  well  as  the  merit  of  the 
individual  sites.  Reviewers  may  decide  that  the  project  can  be  successfully 
completed  as  proposed  and  recommend  approval  with  identical  priority  scores 
for  each  application.  The  IRG  may  also  determine  that  all  applications  within 
the  proposed  MICRP  are  not  equally  meritorious  or  necessary  to  accomplish  the 
goals . 

Support  may  be  requested  for  expenses  clearly  related  and  necessary  to  conduct 
the  research,  including  both  direct  and  allowable  indirect  costs.  Applicants 
may  request  support  for  up  to  five  years.  A competing  continuation  (renewal) 
application  may  be  submitted  near  the  end  of  a grant  period  in  order  to 
request  funds  for  the  continuation  of  the  project. 

Because  of  the  complex  nature  of  collaborative  studies  and  budgeting 
constraints,  potential  applicants  are  strongly  encouraged  to  seek  information 
and  consultation  from  NIMH  staff  members  as  listed  in  the  PA.  Copies  of  the 
PA  are  available  from: 

Anne  Cooley 

Division  of  Extramural  Activities 
National  Institute  of  Mental  Health 
Parklawn  Building,  Room  9-97 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  993-4673 

For  further  information  on  grants  management  issues,  contact: 

Stephen  J.  Hudak 

Chief,  Grants  Management  Section 
National  Institute  of  Mental  Health 
Parklawn  Building,  Room  7C-23 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-4596 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.242.  Awards  are  made  under  authority  of  Section  301  of  the  Public  Health 
Service  Act  (42  USC  241),  as  amended.  Grants  must  be  administered  in 
accordance  with  the  "PHS  Grants  Policy  Statement  (revised  October  1990)." 


ASSOCIATION  OF  ARTHRITIS.  INFLAMMATORY  MUSCLE  DISEASES  AND  OTHER  RHEUMATIC 

MANIFESTATIONS  WITH  HIV  POSITIVITY  AND  AIDS 

PA:  PA-91 -82 

P.T.  34;  K.W.  0715008,  0715010,  0715026,  0715136 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

The  Arthritis  and  Muscle  Biology  Programs  of  the  National  Institute  of 
Arthritis  and  Musculoskeletal  and  Skin  Diseases  invite  research  grant 
applications  to  study  arthritis  and  inflammatory  muscle  and  other  rheumatic 
conditions  associated  with  HIV  infection  and/or  AIDS.  This  program 
announcement  is  to  encourage  research  grant  applications  for  basic,  clinical, 
and  epidemiologic  research.  Research  mechanisms  to  support  these 
investigations  include  traditional  research  grants  (R01),  Clinical 
Investigator  Awards  (K08),  and  First  Independent  Research  Support  and 
Transition  (FIRST)  Awards  (R29). 

Several  investigators  have  reported  the  co-occurrence  of  HIV  antibody 
positivity  or  frank  AIDS  with  Reiter's  Syndrome  and  other  rheumatic  disorders. 
It  is  unknown  whether  a causal  biological  connection  exists  between  certain 
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arthrit ides  and  HIV  infect  ion  or  some  of  these  co-occurrences  are  merely 
coincidental . 

Certain  arthrit ides  and  inflammatory  muscle  diseases  and  other  rheumatic 
disorders  may  be  found  more  frequently  in  HIV-positive  individuals  and  AIDS 
patients  than  in  the  general  population,  according  to  reported  observations. 
The  frequency,  spectrum , and  natural  history  of  these  conditions  in 
HIV-positive  individuals,  including  AIDS  cases,  are  unknown.  It  has  also  been 
noted  that  a spectrum  of  disease  encompassing  Reiter ' s syndrome  and  psoriasis , 
in  particular , appears  to  be  more  severe  and  increasingly  difficult  to  control 
as  signs  of  immunodef ic iency  develop . Myositis  may  be  an  early  presenting 
feature  of  HIV  infection,  and  myopathy  secondary  to  zidovudine  therapy  has 
been  reported . 

Safety  and  efficacy  of  drugs  used  in  the  management  of  arthritis , inflammatory 
muscle  diseases , and  other  rheumat ic  disorders  have  not  been  formally  assessed 
in  HIV-positive  individuals . Recent  case  reports  have  suggested  that 
immunosuppressive  drugs , particularly  methotrexate , used  widely  at  present  in 
the  management  of  rheumatoid  arthrit is  and  psor iat ic  arthritis , may  accelerate 
AIDS  in  HIV- infected  individuals . 

A previous  program  announcement  ( see  NIH  Guide  for  Grants  and  Contracts , Vol . 

1 7 , No . 1 2 , April  1,  1 988 ) was  publ ished  to  encourage  research  in  this  area . 

The  current  sol icitat ion  is  intended  to  further  stimulate  basic , clinical , and 
epidemiologic  research  related  to  arthritis , inflammatory  muscle  diseases , and 
other  rheumat ic  manifestations  in  HIV-positive  individuals , including  those 
who  have  AIDS . In  addition , it  is  expected  that  the  increased  frequency  of 
these  diseases  in  HIV-positive  individuals  will  provide  unusual  opportunities 
for  research  on  the  pathogenesis  and  accelerat ing  factors  in  Reiter ' s 
syndrome , myositis , and  other  rheumat ic  diseases  of  uncertain  etiology . 

Among  the  broad  spectrum  of  basic  research  projects  encouraged  are  studies  of 
disease  pathophysiology  and  genetics . Cl inical  studies  may  include  prevention 
of  morbidity  and  mortal ity  or  amel iorat ion  of  arthrit is , inflammatory  muscle 
disease , and  other  rheumatic  compl icat ions . Epidemiologic  studies  may  focus 
on  et iology , risk  factors  for  disease  development  and  severity , natural 
history  of  disease , and  prognosis  for  developing  disease . This  includes  AIDS 
and  arthritis , inflammatory  myopathy , and  other  rheumatic  syndromes  as  well  as 
descript ive  studies  of  inc idence , prevalence , morbidity , and  mortal ity . 

Investigators  are  encouraged  to  work  with  existing , or  proposed , longitudinal 
data  collection  resources  and  cohorts  of  patients . Populat ions  that  may  be 
included  are  those  at  increased  risk  for  HIV  infection,  as  well  as 
HIV-positive  cohorts  who  are  clearly  defined  by  the ir  source  of  exposure . 
Investigators  are  encouraged  to  use  exist ing  cohorts , such  as  the  Multicenter 
AIDS  Cohort  Study  (MACS),  the  HIV  Pulmonary  Complications  Study,  and  the  AIDS 
Cl inical  Trials  Group  patients . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populat ions  so  that  research  f indings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease , disorder  or  condit ion  under  study ; special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases , disorders  and  conditions  which  disproportionately  affect 
them . This  pol icy  is  intended  to  apply  to  males  and  females  of  all  ages . If 
women  or  minor it ies  are  excluded  or  inadequately  represented  in  cl inical 
research , particularly  in  proposed  populat ion -based  studies , a clear 
compelling  rationale  should  be  provided . 

The  compos  it  ion  of  the  proposed  study  populat ion  must  be  described  in  terms  of 
gender  and  rac ial /ethnic  group . In  addition,  gender  and  rac ial /ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scient if ic  object ives  of  the  study . This  informat  ion 
should  be  included  in  the  form  PHS  398  in  Section  2 , A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects . Applicants /offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups . However , NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  rac ial /ethnic  minority  populations  ( i . e . , 

Nat ive  Americans  ( including  American  Indians  or  Alakan  Nat ives ) , Asian/ Pacific 
Islanders , Blacks , Hispanics ) . 

The  rat ionale  for  studies  on  s ingle  minority  populations  groups  should  be 
provided . 
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For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  population,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl icat ion . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

ELIGIBILITY 

Nonprofit  organizations  and  institutions,  governments  and  their  agencies, 
for-profit  organizations,  and  individuals  are  eligible  to  apply.  Foreign 
institutions  are  eligible  to  apply. 

APPLICATION  PROCEDURES 

Applications  will  be  accepted  in  accordance  with  the  announced  receipt  dates 
for  unsolicited  AIDS  R01  and  R29  applications,  January  2,  May  1,  and  September 
1 of  each  year.  AIDS  invest igator- init iated  applications  received  on  these 
dates  by  the  Division  of  Research  Grants  will  undergo  expedited  review. 
Applicants  for  the  K08  award  must  submit  applications  to  meet  the  receipt 
dates  listed  in  the  instructions  for  that  mechanism. 

All  applications  must  be  submitted  on  form  PHS  398  (rev.  10/88).  Application 
kits  are  available  in  the  business  or  grants  and  contract  office  at  most 
research  and  academic  institutions.  Additional  application  kits  may  be 
obtained  from  the  office  of  Grants  Inquiries,  Division  of  Research  Grants 
(DRG),  NIH,  Westwood  Building,  Room  999,  Bethesda,  MD  20892,  telephone  (301) 
996-7991.  The  phrase,  "Association  of  Arthritis,  Inflammatory  Muscle  Diseases 
and  Other  Rheumatic  Manifestations  with  HIV  Positivity  and  AIDS,  PA-91 -82" 
must  be  typed  at  item  2 of  the  face  page  of  the  application  form  398  (rev. 
10/88).  The  original  and  29  copies  for  receipt  dates  of  an  R01  or  R29 
application  submitted  for  expedited  review  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  290 
Bethesda,  MD  20892** 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  in  response  to  this  solicitation  will  be  reviewed  in  competition 
with  other  research  grant  applications  and  in  accord  with  the  expedited  NIH 
peer  review  procedures  for  AIDS-related  research.  To  expedite  the  review, 
investigators  must  submit  PHS  human  subject  certifications  and  animal 
verifications  with  the  applications.  Applications  will  be  reviewed  first  for 
technical  merit  by  initial  review  groups  and  then  by  an  appropriate  national 
advisory  council.  The  review  criteria  customarily  employed  by  the  NIH  for 
research  grant  applications  will  prevail. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to 
identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  In  such 
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a case,  a letter  of  agreement  from  the  Program  Director  of  the  GCRC  must  be 
included  with  the  application  material. 

All  PHS  and  NIH  grant  policies  governing  research  project  grants  apply  to 
applications  received  in  response  to  this  program  announcement.  Applications 
will  be  referred  in  accordance  with  customary  procedures  of  the  DRG . 

For  further  information  contact : 

Lawrence  M.  Petrucelli,  Ph . D . 

Arthritis  Program  D irector 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  405 
Bethesda,  MD  20892 
Telephone:  (301)  496-7326 

Richard  W.  Lymn,  Ph . D . 

Muscle  Biology  Program  Director 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  403B 
Bethesda,  MD  20892 
Telephone:  (301)  496-7495 

Reva  C.  Lawrence,  M.P.H. 

Epidemiology/Data  Systems  Program  Officer 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Building  31 , Room  4C13 
Bethesda,  MD  20892 
Telephone:  (301)  496-0434 

For  administrative  and  fiscal  matters,  contact: 

Diane  Watson 

Grants  Management  Officer 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  407-A 
Bethesda,  MD  20892 
Telephone:  (301)  496-7495 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.846,  Arthritis,  Musculoskeletal  and  Skin  Diseases  Research.  Awards  will  be 
made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section 
301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS 
grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74. 

This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


CANCER  THERAPY  RESEARCH  IN  LUNG  CANCER 

PA:  PA-91-83 

P.T.  34;  K.W.  0715035,  0715165,  0745045,  0745062,  0740015,  0765012 
National  Cancer  Institute 

Application  Receipt  Dates:  June  1,  October  1,  February  1 
I.  PURPOSE 

The  Nat ional  Cancer  Inst itute  ( NCI ) seeks  grant  appl icat ions  to  conduct 
therapeut ic  studies  in  lung  cancer  in  human  subjects . This  Program 
Announcement  (PA)  encompasses  a full  range  of  therapeutic  studies  and  cl inical 
trials  employing  surgery , radiation,  chemotherapies , or  biologic  response 
modifiers . The  intent  of  the  announcement  is  to  encourage  clinical 
researchers  to  translate  new  insights  in  the  biology  of  lung  cancer  into 
clinical  trial s of  innovat ive  cancer  therapies . 

This  type  of  grant  solicitation,  a Program  Announcement , is  used  to  encourage 
investigator- initiated  research  projects  in  areas  of  special  importance  to  the 
NCI  . 

HEALTHY  PEOPLE  2000 

The  Publ ic  Health  Service  ( PHS ) is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas . This  PA , Cl inical  Cancer  Therapy 
Research , is  related  to  the  priority  area  of  cancer . Potent ial  appl icant s may 
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obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  D.C.  20402-9325  (telephone  202/783-3238). 

II.  BACKGROUND  INFORMATION 

In  the  past  several  years,  research  efforts  into  understanding  the  biology  of 
lung  cancer  have  been  productive.  Laboratory  associations  with  both  dominant 
(ras,  myc ) and  suppressor  (p53,  Rb)  oncogenes,  growth  factors  and  their 
receptors  (EGF,  HerB/neu),  and  recurrent  cytogenetic  abnormalities  (3p 
deletion)  have  been  made  with  either  small  cell  or  non-small  cell  lung  cancer. 
At  the  same  time,  promising  developments  have  occurred  in  both  pre-existing 
treatment  modalities  such  as  cytotoxics  (new  combinations  of  agents)  and 
radiation  therapy  (new  techniques  of  administration,  radiosensitization  and 
radioprotection),  as  well  as  new  approaches  such  as  differentiating 
agents/retinoids,  biologic  response  modifiers,  and  photodynamic  therapy  and 
new  drugs  (taxol).  Unfortunately,  neither  the  basic  nor  the  therapeutic 
advances  have  yet  translated  into  marked  improvement  in  the  treatment  of  lung 
cancer.  Therefore,  it  is  essential  to  facilitate  collaborations  between  basic 
scientists  and  clinical  investigators  in  order  to  promote  the  rapid 
incorporation  of  promising  scientific  advances  into  research  on  a 
well -characterized  lung  cancer  patient  population. 

III.  RESEARCH  GOALS  AND  SCOPE 

The  Division  of  Cancer  Treatment  (DCT)  is  requesting  qualified  investigators 
to  develop  research  grant  (R01)  applications  and  First  Independent  Research 
Support  and  Transition  (FIRST)  Award  (R29)  applications  involving  therapeutic 
studies  of  lung  cancer  patients.  Studies  should  involve  human  subjects  and  be 
designed  to  ultimately  improve  lung  cancer  treatment.  The  applications  may 
include  single  or  mult i- institutional  (e.g.,  consortia,  cooperative  groups) 
research  studies  with  appropriate  biological  correlates  linked  to  these 
studies.  New  therapeutic  studies  may  involve  drugs,  radiation,  surgery,  or 
biologic  response  modifiers,  alone  or  in  combination.  Biological  correlate 
studies  that  have  clinical  relevance  to  lung  cancer  therapies  are  also 
appropriate . 

Some  examples  of  therapeutic  studies  include,  but  are  not  limited  to: 

o immunotherapies  based  on  surgically  obtained  tumor  specimens; 
o therapies  with  novel  mechanisms  of  action  (e.g.,  retinoids); 
o new  radiation  therapies,  or  radiation  modifiers,  to  enhance  cell 
kill  or  protect  normal  tissues; 
o biologic  response  modifiers  (e.g.,  monoclonal  antibodies, 

cytokines,  tumor  vaccines)  alone  or  in  combination  with  other 
therapies ; 

o studies  of  drug-  or  rad iat ion -res ist ance  and  reversal; 
o therapies  aimed  at  interfering  with  growth  factor  action  (e.g., 
suramin,  bombesin  analogs); 
o innovative  surgically  based  multimodality  studies. 

Some  examples  of  biological  correlate  studies  include: 

o phenotypic  or  genotypic  alterations  that  appear  to  correlate  with 
the  development  of  drug-  or  radiation-resistance; 
o oncogenes,  growth  factors,  and  specific  antigen  expression  on  tumor 
cells ; 

o pharmacokinetic  and  pharmacodynamic  measurements; 
o biochemical  pharmacologic  parameters; 
o imaging  studies  to  assess  efficacy  of  treatment. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to 
identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  In  such 
a case,  a letter  of  agreement  from  either  the  GCRC  program  director  or 
Principal  Investigator  must  be  included  with  the  application. 

IV.  MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  by  the  research  project  (R01)  and  the  First 
Independent  Research  Support  and  Transition  (FIRST)  Award  (R29).  Applicants 
will  be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed 
project.  All  PHS  and  NIH  grants  policies  will  apply  to  applications  received 
in  response  to  this  announcement.  Domestic  applicants  may  request  no  more 
than  five  years  of  support,  and  foreign  applicants  may  request  no  more  than 
three  years.  Applications  submitted  in  response  to  this  PA  will  compete  for 
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funds  with  all  other  investigator- initiated  applications.  The  award  of  grants 
in  response  to  this  PA  is  also  contingent  upon  the  availability  of  funds. 

V.  ELIGIBILITY  REQUIREMENTS 

Non-profit  and  for-profit  organizations  and  institutions,  governments  and 
their  agencies,  and  occasionally  individuals  are  eligible  to  apply.  Both 
domestic  and  foreign  applicants  may  apply.  Applications  may  be  submitted  from 
a single  institution  or  may  include  arrangements  with  multiple  institutions 
(e.g.,  consortia,  clinical  cooperative  group)  if  appropriate.  Applications 
from  minority  individuals  and  women  are  encouraged. 

VI.  REVIEW  PROCEDURES  AND  CRITERIA 

A.  REVIEW  PROCEDURE 

Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants 
(DRG)  for  completeness.  Incomplete  applications  will  be  returned  to  the 
applicant  without  further  consideration.  Applications  will  be  assigned  on  the 
basis  of  established  PHS  referral  guidelines.  Applications  will  be  reviewed 
for  scientific  and  technical  merit  by  an  appropriate  peer  review  group 
convened  by  the  DRG.  Following  peer  review,  the  applications  will  receive  a 
second-level  review  by  the  appropriate  national  advisory  council/board. 

B.  SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of 
the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the 
broadest  possible  representation  of  minority  groups.  However,  NIH  recognizes 
that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority 
populations  (i.e.,  Native  Americans  (including  American  Indians  or  Alaskan 
Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for 
studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  not  but  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
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is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
application . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

VII.  METHOD  OF  APPLYING 

The  research  grant  application  form  PHS  398  (revised  10/88)  must  be  used  in 
applying  for  these  grants  and  will  be  accepted  at  the  standard  application 
deadlines.  These  forms  are  available  at  most  institutional  business  offices; 
from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Room  949,  Westwood  Building,  Bethesda,  MD  20892;  and 
from  the  NCI  Program  Director  named  below.  The  title  and  number  of  this 
announcement  must  be  typed  in  line  2 on  the  face  page  of  the  application. 

The  typed  original  application  and  six  signed  exact  single-sided  photocopies 
must  be  submitted  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
r Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

IX.  INQUIRIES 

Written  or  telephone  inquiries  concerning  the  objectives  and  scope  of  this  PA 
and  inquiries  about  whether  or  not  specified  proposed  research  would  be 
responsive  are  encouraged  and  should  be  directed  to  the  Program  Directors,  Ms. 
Diane  Bronzert  and  Dr.  Roy  Wu , at  the  address  below.  The  Program  Directors 
welcome  the  opportunity  to  clarify  any  issues  or  questions  from  potential 
appl icant s . 

For  Technical  Information: 

Ms.  Diane  A.  Bronzert  or 
Dr . Roy  S . Wu 
Program  Directors 

Cancer  Therapy  Evaluation  Program 

Division  of  Cancer  Treatment 

National  Cancer  Institute 

EPN,  Room  734 

Bethesda,  MD  20892 

Telephone:  (301)  496-8866 

FAX:  (301)  480-4663 

For  Business  Information: 

Ms . Carolyn  Mason 

Grants  Management  Specialist 

National  Cancer  Institute 

EPS,  Room  242 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800  ext.  59 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No 
93.395,  Cancer  Treatment  Research.  Awards  are  made  under  the  authorization  of 
the  Public  Health  Service  Act,  Sections  301,  410,  and  411  (Public  Law  78-410, 
42  USC  241  as  amended.  Public  Law  99-158,  42  USC  285a)  and  administered  under 
PHS  grants  policies  and  Federal  Regulations  at  42  CFR  Part  52  and  45  CFR  Part 
74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements 
of  Executive  Order  12372  or  Health  Systems  Agency  review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF 
RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE 
CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO 
USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S 
REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD 
BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  Maryland  20816 
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NOTICES 

HUMAN  LIVER  FOR  SCIENTIFIC  INVESTIGATION 

P.T.  34;  K.W.  0780000,  0780025 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
The  Liver  Tissue  Procurement  and  Distribution  System  (LTPADS)  is  an  NIH 
NIH  GUIDE  - Vol.  20,  No.  31,  August  16,  1991  - Page  1 


service  contract  to  obtain  human  liver  from  regional  centers  for  distribution 
to  scientific  investigators  throughout  the  United  States.  These  regional 
centers  have  active  liver  transplant  programs  with  human  subjects  approval  to 
provide  portions  of  the  resected  pathologic  liver  for  which  the  transplant  is 
performed.  Human  pathologic  liver  prepared  according  to  the  investigator's 
specifications  provides  the  opportunity  to  verify  if  animal  liver 
investigations  are  relevant  to  human  liver  pathophysiology.  The  preparation 
of  these  livers  has  been  excellent  for  the  usual  molecular  biologic 
techniques.  Therefore,  the  National  Institute  of  Diabetes  and  Digestive  and 
Kidney  Diseases  is  primarily  interested  in  soliciting  requests  from 
investigators  interested  in  studying  pathologic  liver  specimens.  Examples 
would  include  a particular  metabolic  disorder  or  disease  entity  or  the  general 
process  of  cirrhosis.  A limited  supply  of  "normal"  liver  specimens  may  also 
be  requested  but  the  turn  around  time  for  completion  of  large  requests  for 
"normal"  liver  is  much  longer  than  for  most  pathologic  liver  specimens. 

Further  information  and  request  forms  may  be  obtained  from: 

Harvey  L.  Sharp,  M.D. 

Principal  Investigator,  LTPADS 
c/o  Elizabeth  Webster 
Box  279  UMHC 

University  of  Minnesota  Hospitals 
Minneapolis,  MN  55455 
Telephone:  (612)  624-1133 


SMALL  GRANTS  FOR  INNOVATIVE  TECHNOLOGY 

PA:  PA-90-28 

P.T.  34;  K.W.  0710035 

National  Center  for  Research  Resources 


There  is  a change  in  the  review  schedule  for  applications  submitted  to  the 
NCRR  Small  Grants  for  Innovative  Technology  program,  previously  announced  in 
the  August  24,  1990,  NIH  Guide  for  Grants  and  Contracts,  Vol . 19,  No.  31.  In 
the  previous  announcement,  a schedule  for  accelerated  review  was  described. 
Starting  with  the  October  1,  1991,  application  receipt  date,  and  until  further 
notice,  all  applications  will  be  reviewed  on  the  schedule  given  below: 


Annual  Receipt 
Date 

February  1 
October  1 


Initial  Review 
Group  meeting 

June- July 
Feb . -March 


NCRR  Council 
review 

Sept . -Oct . 
May- June 


Earl iest  Date 
for  funding 

December 

August 


Further  information  and  special  application  instructions  are  available  from: 


Biomedical  Research  Technology  Program 
National  Center  for  Research  Resources 
National  Institutes  of  Health 
Westwood  Building,  Room  8A11 
Bethesda,  MD  20892 
Telephone:  (301)  496-5411 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


ENHANCEMENT  OF  GENINFO  DATABASE  SYSTEM 
BAA/RFP  AVAILABLE:  BAA/RFP  NLM  92-101/AJM 

P.T.  34;  K.W.  1004017,  1002019 
National  Library  of  Medicine 

The  National  Center  for  Biotechnology  Information  (NCBI)  was  established  by 
Public  Law  100-607  in  November  1988  as  a division  of  the  National  Library  of 
Medicine.  The  Center  has  been  given  the  responsibility  to  (1)  create 
automated  systems  for  storing  and  analyzing  knowledge  about  molecular  biology, 
biochemistry,  and  genetics;  and  (2)  support,  assist,  and  enhance  existing 
public  information  resources  for  biotechnology,  such  as  nucleic  acid  and 
protein  sequence  databanks,  and  other  related  research  information  resources. 
In  accordance  with  this  mandate,  NCBI  will  assume  responsibility  for  GenBank, 
the  NIH  DNA  sequence  database,  in  September  1992. 
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To  provide  sequence  information  to  the  scientific  community,  the  NCBI  is 
developing  the  Genlnfo  database,  an  integrated  nucleic  acid  and  protein 
sequence  database  based  on  the  published  literature  and  direct  author 
submissions.  Genlnfo  also  contains  elements  that  serve  as  links  to 
information  in  other  sequence  databases. 

The  need  for  integration  of  molecular  biology  databases  has  been  widely 
recognized  and  the  NCBI  is  committed  to  facilitating  the  interconnection  of 
databases  of  sequence,  structural,  genetic,  bibliographic,  and  other  factual 
information.  The  design  approach  aims  to  modularize  the  database  development 
process  and  focus  on  the  necessity  for  stability  and  comprehensiveness  in  a 
foundation  database.  The  design  concept  and  the  representation  of  the  data  in 
a standard  data  description  language  will  facilitate  access  to  the  underlying 
data  by  specialized  databases  that  can  provide  value-added  views  of  all  or 
part  of  the  data. 

In  order  to  support  a range  of  database  development  efforts  that  depend  upon 
the  specialized  experience  of  investigators,  the  NCBI  announces  that  it  will 
be  issuing  a Broad  Agency  Announcement  inviting  proposals  related  to  enhancing 
the  coverage  of  Genlnfo  and  developing  specialized  value-added  databases  that 
would  link  to  and  enhance  the  Genlnfo  system  of  molecular  biology  databases. 
The  Broad  Agency  Announcement  is  a research  and  development  contract  mechanism 
that  provides  for  investigator-developed  statements  of  work  within  the  scope 
of  a broad  range  of  activities  defined  by  the  NCBI.  Offerors  may  submit 
proposals  in  one  or  more  of  the  five  categories  listed  below.  The  research 
categories  for  which  proposals  are  sought  are:  design  and  implementation  of 
specialized  collections  of  biological  sequence  and  other  genomic  data; 
integrated  views  of  data  in  the  Genlnfo  Database,  e.g.,  non-redundant  subsets, 
merged  sequence  sets;  enhancement  of  the  Genlnfo  Backbone  Database  with 
additional  annotation  of  biological  data;  application  of  standardized 
nomenclature  (e.g.,  taxonomies,  gene  names)  to  molecular  biology  data; 
enhancement  of  connectivity  among  biological  resource  databases  by 
cross-referencing  or  explicit  linkages. 

It  is  anticipated  that  the  award(s)  from  this  announcement  will  be  multi-year, 
cost-reimbursement  type  contract(s). 

The  Broad  Agency  Announcement  will  be  issued  on  September  23,  1991.  Responses 
will  be  due  by  February  29,  1992.  Written  requests  for  a copy  of  Broad  Agency 
Announcement  number  BAA/RFP  NLM  92-101/AJM  should  be  sent  to: 

Mr.  Anthony  Murray 
National  Library  of  Medicine 
Office  of  Acquisitions  Management 
8600  Rockville  Pike 
Building  38A,  Room  B1N17 
Bethesda , MD  20892 


PRECLINICAL  EVALUATION  OF  INTERMEDIATE  ENDPOINTS  AND  THEIR  MODULATION  BY 

CHEMOPREVENTIVE  AGENTS 

MASTER  AGREEMENT  RFP  AVAILABLE:  NCI -CN- 1 5390 -5 1 
P.T.  34;  K.W.  0740018,  0755018,  0715035 
National  Cancer  Institute 

The  National  Cancer  Institute  has  a requirement  for  a contractor  to  conduct 
animal  cancer  model  studies  of  biomarkers  and  intermediate  endpoints  that 
might  be  used  in  human  clinical  trials  in  order  to  examine,  in  detail,  the 
biomarker  modulating  effects  of  selected  chemoprevent ive  compounds.  The 
studies  shall  improve  biomarker  sensitivity  specificity,  assay  methodology, 
and  sample  handling.  The  emphasis  will  be  on  efficient  studies  aimed  at 
providing  more  quantitative  and  more  validating  intermediate  endpoints  for 
future  human  clinical  trials.  This  acquisition  is  for  a five-year  Master 
Agreement  and  is  in  support  of  the  Division  of  Cancer  Prevention  and  Control 
located  in  Bethesda,  MD . The  Request  for  Proposals  (RFP)  will  be  available  on 
or  about  August  22,  1991,  and  proposals  will  be  due  approximately  September 
30,  1991. 

Copies  of  the  RFP  may  be  obtained  by  sending  a written  request  citing  the  RFP 
No.  NCI-CN-15390-51 , to: 
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Ms.  Christine  L.  Ptak 
Contract  Specialist 
Research  Contracts  Branch,  PCCS 
National  Cancer  Institute 
Executive  Plaza  South , Room  635 
Bethesda,  MD  20892 
Telephone:  (301)  496-8603 


PHASE  II  CLINICAL  TRIALS  OF  NEW  CHEMOPREVENTIVE  AGENTS 

MASTER  AGREEMENT  RFP  AVAILABLE:  NCI-CN- 1 5391 -51 
P.T.  34;  K.W.  0740018,  0755015,  0715035 
National  Cancer  Institute 

The  National  Cancer  Institute  is  interested  in  establishing  a Master  Agreement 
pool  with  the  objective  of  encouraging  cancer  chemoprevent ion  clinical  trials 
that  use  biochemical  and  biological  markers  as  intermediate  endpoints . The 
application  of  biological  markers  to  clinical  prevention  trials  carries  great 
promise  in  relation  to  ultimate  cancer  prevention.  When  neoplasia  itself  is 
used  as  an  endpoint  in  studies  of  this  type , a very  large  number  of  subjects 
tested  for  long  durations  is  often  required . The  emphasis  in  Phase  II 
clinical  trials  will  be  on  small , short-term , efficient  studies  that  will 
determine  the  dose  of  a given  chemoprevent ive  agent  that  exhibits  a 
pharmacodynamic  effect  on  an  intermediate  endpoint  and  then  to  do  a dose 
response  study  to  determine  the  minimum  dose  at  which  this  biological  effect 
is  observed  and  to  confirm  the  maximum  safe  dose . The  second  state  of  the 
Phase  II  study  will  involve  a randomized  blinded  trial  in  a small  group  of 
subjects  whose  endpoint  will  be  a measurable  biological  effect  of  the  agent 
versus  the  placebo.  This  acquisition  is  for  a five-year  Master  Agreement  and 
is  in  support  of  the  Division  of  Cancer  and  Prevention  and  Control  located  in 
Bethesda,  MD . The  Request  for  Proposals  (RFP)  will  be  available  on  or  about 
August  22 , 1991,  and  proposals  will  be  due  approximately  September  30 , 1991 . 

Copies  of  the  RFP  may  be  obtained  by  sending  a written  request , citing  the  RFP 
No.  NCI-CN- 15391 -51 , to: 

Ms . Christine  L . Ptak 
Contract  Specialist 
Research  Contracts  Branch,  PCCS 
National  Cancer  Institute 
Executive  Plaza  South , Room  635 
Bethesda , MD  20892 


BREAST  CANCER  DIAGNOSIS.  MANAGEMENT.  AND  SEQUELAE  IN  OLDER  WOMEN 

RFA  AVAILABLE:  CA/NR/AG-91 -24 

P.T.  34,  II;  K.W.  0715035,  0745020 

National  Cancer  Institute 

National  Center  for  Nursing  Research 

National  Institute  on  Aging 

Letter  of  Intent  Receipt  Date:  September  16,  1991 
Application  Receipt  Date:  November  27,  1991 

PURPOSE 

This  Request  for  Appl ications  (RFA)  invites  applications  for  research  directed 
at  breast  cancer  management  in  women  ages  65  and  over . Appl ications  must 
address  diagnostic  evaluation,  treatment,  or  follow-up  of  older  patients  with 
breast  cancer . Major  objectives  are  (1)  to  identify  factors  that  impact  on 
appropriate  diagnosis  and  state-of-the-art  cancer  care  for  this  age  group ; and 
(2)  to  develop  and  test  interventions  to  enhance  appropriate  oncologic  care. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  Breast  Cancer  Diagnosis, 
Management , and  Sequelae  in  Older  Women , is  related  to  the  priority  area  of 
cancer . Potential  appl icants  may  obtain  a copy  of  "Healthy  People  2000"  ( Full 
Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report: 
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Stock  No.  017-001-0473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  for-profit  or  nonprofit  organizations,  either 
public  or  private. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  grant-in-aid  (R01). 
Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed 
project  will  be  solely  that  of  the  applicant.  Except  as  otherwise  stated  in 
this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the 
Public  Health  Service  Grants  Policy  Statement. 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competing 
continuation  applications  will  compete  with  all  invest igator- initiated 
applications  and  be  reviewed  by  a Division  of  Research  Grants  study  section. 
However,  should  the  National  Cancer  Institute  (NCI),  the  National  Center  for 
Nursing  Research  (NCNR),  or  the  National  Institute  on  Aging  (NIA)  determine 
that  there  is  a sufficient  continuing  program  need,  a request  for  competitive 
continuation  applications  will  be  announced.  The  total  project  period  for 
applications  submitted  in  response  to  the  present  RFA  may  not  exceed  three 
years.  The  anticipated  award  date  will  be  July  1,  1992. 

FUNDS  AVAILABLE 

Approximately  $2,100,000  in  total  costs  per  year  for  three  years  will  be 
committed  to  specifically  fund  applications  submitted  in  response  to  this  RFA. 
Three  to  four  awards  by  NCI,  two  awards  by  NCNR,  and  at  least  one  award  by  NIA 
are  anticipated. 

This  level  of  support  is  dependent  on  the  receipt  of  a sufficient  number  of 
applications  of  high  scientific  merit.  Although  this  program  is  provided  for 
in  the  financial  plans  of  NCI,  NCNR,  and  NIA,  the  award  of  grants  pursuant  to 
this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

Specific  objectives  are  (1)  to  identify  barriers  to  appropriate  diagnosis  and 
treatment  of  symptomatic  breast  cancer  in  this  age  group;  and  (2)  to  design 
and  test  interventions  directed  at  eliminating  defined  barriers. 

Projects  concerning  breast  cancer  diagnosis  must  address  patient  attitudes 
towards  symptoms,  access  to  specialized  oncologic  care,  or  physician  practices 
in  diagnosis  and/or  staging  elderly  patients.  Treatment  projects  must  focus 
on  physician  attitudes  and  practices  in  recommending  treatment,  impact  of 
comorbid  medical  problems  on  therapy,  patient-physician  interactions  in 
decision-making,  supportive  care  during  cancer  treatment,  or  early  and  late 
sequelae  of  disease  and  treatment.  Screening/early  detection  projects  in 
asymptomatic  women  and  terminal  care  or  hospice  interventions  for  elderly 
women  receiving  only  comfort  measures  are  excluded. 

STUDY  POPULATIONS 

Potential  populations  include  breast  cancer  patients  ages  65  and  older,  their 
families,  their  physicians,  and  other  health  care  professionals  involved  in 
their  care.  There  must  be  no  upper  age  limit  for  patient  populations. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

REVIEW  CONSIDERATIONS 

Applications  will  be  evaluated  according  to  specific  review  criteria  for 
scientific  and  technical  merit  by  an  appropriate  peer  review  group  convened  by 
the  Division  of  Extramural  Activities,  NCI. 

APPLICATION  PROCEDURES 
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The  most  recent  revision  of  the  research  grant  application  form  PHS  398 
(revised  10/88)  must  be  used  in  applying  for  these  grants.  Applications  must 
be  received  by  November  27,  1991;  those  received  after  that  date  will  be 
returned.  Further  information  regarding  application  procedures  and 
application  forms  may  be  obtained  from  the  NCI  Program  Director  named  below. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  September  16,  1991,  a letter  of 
intent  to: 

Susan  G.  Nayfield,  M.D.,  M.Sc. 

Program  Director 

Community  Oncology  and  Rehabilitation  Branch 

National  Cancer  Institute 

Executive  Plaza  North,  Room  300 

Bethesda,  MD  20892 

Telephone:  (301)  496-8541 

INQUIRIES 

Direct  inquiries  regarding  programmat ic  issues  to : 

Susan  G.  Nayfield,  M.D.,  M.Sc. 

Program  Director 

Community  Oncology  and  Rehabilitation  Branch 

National  Cancer  Institute 

Executive  Plaza  North,  Room  300 

Bethesda,  MD  20892 

Telephone:  (301)  496-8541 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Eileen  M.  Natoli 

Team  Leader,  Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South , Room  242 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Number 
93 . 399 , Cancer  Control . Awards  will  be  made  under  the  authority  of  the  Publ ic 
Health  Service  Act,  Title  IV,  Section  301  (Public  Law  78-410,  42  U.S.C.  241, 
and  Section  412,  as  amended  by  Public  Law  99-158,  42  U.S.C.  258a-1)  and 
administered  under  PHS  grants  policies  and  Federal  regulations  42  CFR  Part  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  1 2372  or  Health  Systems  Agency  review . 


BREAST  CANCER  EDUCATION  SUMMITS  AT  NCI -DESIGNATED  COMPREHENSIVE  CANCER  CENTERS 

RFA  AVAILABLE:  CA-91-27 

P.T.  04;  K.W.  0715035,  0502017,  0403004 

National  Cancer  Institute 

Application  Receipt  Date:  October  11,  1991 
PURPOSE 

The  purpose  of  this  Request  for  Applications  (RFA)  is  to  provide  support  for 
the  planning,  implementation , and  evaluation  of  Breast  Cancer  Education 
Summits . The  summits  are  intended  to  convey  information  and  educational 
materials  about  breast  cancer  to  community  organizations  and  businesses  and  to 
stimulate  these  organizations  and  businesses  to  establ ish  breast  cancer 
education  and  screening  programs  in  the  community . The  aim  is  to  motivate 
these  organizations  and  businesses  to  reach  women  in  the  community , to  inform 
them  about  the  risks  of  breast  cancer  and  the  methods  to  achieve  early 
detection,  and  how  to  seek  the  best  treatment . The  summit  is  intended 
ultimately  to  reach  all  women  in  the  community  with  special  emphasis  on  women 
at  high  risk  for  breast  cancer  and  populations  that  are  medically  underserved 
and/or  hard  to  reach . Special  attention  must  be  given  to  encouraging  the 
establishment  of  readily  available,  low-cost,  high-quality  mammograms  for 
underserved  populations , such  as  at  the  worksite . 
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The  regional  summits  must  follow  the  model  of  the  national  summits,  including 
educational  sessions,  and  panel  discussions  featuring  successful 
community-based  programs  and  worksite  screening  efforts. 

It  is  expected  that  the  grants  awarded  under  this  RFA  will  be  used  to 
partially  fund  planning,  implementation  and  evaluation  of  the  summit 
conference.  The  summits  will  be  co-sponsored  by  the  National  Cancer  Institute 
(NCI)  and  other  non-profit  organizations.  Centers  are  encouraged  to  obtain 
additional  funding  from  local  sources  for  any  costs  not  met  by  this  grant. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  Breast  Cancer  Education 
Summits  at  NCI -Designated  Comprehensive  Cancer  Centers,  is  related  to  the 
priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People 
2000"  (Summary  Report:  Stock  No.  01 7-001 -00473- 1 ) through  the  Superintendent 
of  Documents.  Government  Printing  Office,  Washington,  D.C.  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Eligibility  for  this  RFA  is  limited  to  NCI-Designated  Comprehensive  Cancer 

Centers . 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  mechanism  to  be  used  to  support  these  summits 
will  be  the  Conference  Grant  Award  (R13).  Applicants  will  be  responsible  for 
the  planning,  direction  and  execution  of  the  proposed  project.  Except  as 
otherwise  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants 
policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement,  DHHS 
Publication  No.  (OASH)  90-50,000,  revised  October  1,  1990. 

This  RFA  is  a one-time  solicitation. 

FUNDS  AVAILABLE 

Approximately  $150,000  in  total  costs  will  be  committed  to  specifically  fund 
applications  submitted  in  response  to  this  RFA.  It  is  anticipated  that  five 
to  six  awards  will  be  made.  No  more  than  $25,000  direct  costs  will  be 
distributed  to  a single  Cancer  Center. 

This  funding  level  is  dependent  on  the  receipt  of  a sufficient  number  of 
applications  of  high  scientific  merit.  Although  this  program  is  provided  for 
in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is 
also  contingent  upon  the  availability  of  funds  for  this  purpose. 

SPECIAL  REQUIREMENTS 

Applications  will  be  selected  for  funding  based  on  merit  of  the  applications. 
However,  location  of  the  Cancer  Centers  will  also  be  considered  to  assure 
balanced  geographic  distribution  of  the  five  or  six  summits,  allowing  the 
broadest  coverage  of  the  U.S.  population. 

Applicants  must  budget  for  a one-day  meeting  to  be  held  at  NIH  in  Bethesda, 

MD,  soon  after  grants  are  awarded  to  discuss  the  summits.  The  Cancer  Centers 
that  receive  grants  will  negotiate  timing  of  their  summit  meeting  with  NCI  to 
ensure  that  the  summits  are  well  spaced  within  the  time  frame  of  February  1992 
to  September  1992. 

The  funds  and  resources  provided  by  the  NCI  must  be  used  for  information  and 
education  purposes  only  and  not  for  additional  fund-raising  activities. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (revised  10/88)  must  be  used  in 
applying  for  these  grants.  These  forms  are  available  at  most  institutional 
business  offices;  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  National  Institutes  of  Health,  Room  949,  Westwood  Building,  5333 
Westbard  Avenue,  Bethesda,  MD  20892,  telephone  (301)  496-7441;  and  from  the 
NCI  Program  Director  named  below.  Applicants  may  find  information  on  the 
requirements  for  conference  grants  and  supplemental  instructions  for 
application  form  PHS-398  in  the  publication  on  "Support  of  Scientific 
Meetings,"  U.S.  Department  of  Health  and  Human  Services,  August  1988,  8 pp . 
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that  may  be  obtained  from  the  Office  of  Grants  Inquiries  and  the  Grants 
Management  contact  noted  below . 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The 
opportunity  to  clarify  any  issues  or  questions  from  potential  applicants  is 
welcome . 

Direct  inquiries  regarding  programmatic  issues  and  requests  for  the  full  RFA 
to : 

Linda  Anderson 

Office  of  Cancer  Communications 
National  Cancer  Institute 
Building  31,  Room  10A24 
9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-6641 

OR 

Linda  M.  Muul , Ph.D. 

Special  Assistant  to  OCC 

Program  Director , Cancer  Centers  Branch 

Division  of  Cancer  Biology,  Diagnosis  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North , Room  308 

Bethesda,  MD  20892 

Telephone:  (301)  496-8531 

Inquiries  regarding  fiscal  matters  are  to  be  directed  to: 

Robert  E.  Hawkins 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
Bethesda , MD  20892 

Telephone:  (301)  496-7800  Ext.  13 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No 
93 . 397 . Cancer  Centers  Support  Awards  are  made  under  authorization  of  the 
Public  Health  Service  Act,  Title  IV,  Sections  305(a),  410,  411  and  414,  Part  A 
(Public  Law  78-410,  42  U.S.C.  241  as  amended,  Public  Law  100-607,  42  U.S.C. 

285 , 285a ; Public  Law  99-500 ) and  administered  under  PHS  grants  policies  and 
Federal  Regulations  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 


NATIONAL  COOPERATIVE  DRUG  DISCOVERY  GROUPS 

RFA  AVAILABLE:  CA-91-19 

P.T.  34;  K.W.  0715035,  0740020,  0755025,  0755020 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  September  15,  1991 
Application  Receipt  Date:  November  13,  1991 

In  FY  1983  and  1984,  the  National  Cancer  Institute  (NCI)  requested 
applications  for  National  Cooperative  Drug  Discovery  Groups  (NCDDGs)  whose 
goal  was  the  discovery  of  improved  cancer  treatment  on  the  basis  of  novel 
mechanisms  of  drug  action . In  1 986 , the  program  requested  appl icat ions 
focused  on  exploitation  of  specific  and  unique  characteristics  of  lung  and 
colon  cancer . The  NCDDG  approach  to  modern  anticancer  treatment  discovery  was 
broadened  further  in  August  1987  by  Requests  for  Applications  (RFAs)  inviting 
applications  for  the  creation  and  evaluation  of  both  general  mechanism  of 
action-based  and  specific  disease -oriented  anticancer  treatments  as  well  as 
for  the  development  of  innovative  preclinical  models  for  determining  antitumor 
selectivity . In  FY  1 988 , NCI  invited  applications  for  the  establ ishment  of 
Groups  whose  goal  was  the  selection , isolation,  and  evaluation  of  novel 
anticancer  treatments  from  natural  sources . All  four  RFAs  were  reissued  in  FY 
1 989 . The  present  RFA  is  a combined  reissuance  of  the  general  mechanism  of 
action-based  and  specific  disease -oriented  RFAs . 
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For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  or  adequately 
represented  in  the  study  populations  for  clinical  studies,  a specific 
justification  for  this  exclusion  or  inadequate  representation  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

SUMMARY 

The  National  Cancer  Institute  (NCI)  announces  the  availability  of  an  RFA  for 
the  funding  of  NCDDGs  to  stimulate  the  scientific  community  to  discover  new 
treatments  or  strategies  for  the  cure  of  cancer.  This  program  is  designed  to 
assist  leading  investigators  in  diverse  scientific  disciplines  to  interact  as 
a unit  regardless  of  their  individual  institutional  affiliations  or  prior 
direct  involvement  in  cancer  related  research.  The  purpose  is  to  mobilize, 
with  NCI  support,  the  outstanding  talents  required  for  exploitation  and 
extrapolation  of  leads  from  fundamental  studies  to  the  discovery  of  improved 
cancer  treatments.  An  NCDDG  is  envisioned  as  being  composed  of  a Principal 
Investigator  (PI)  and  a number  of  Program  Leaders  who  will  conduct 
interdependent  and  synergistic  preclinical  laboratory  programs.  Areas  of 
research  will  be  broad  and  could  include  a variety  of  scientific  disciplines 
such  as  biochemistry,  cell  biology,  pharmacology,  medicinal  chemistry,  and 
immunology.  An  NCDDG  may  be  made  up  of  scientists  in  academic,  non-profit 
research,  and  commercial  organizations. 

Awards  will  be  made  as  cooperative  agreements.  Assistance  via  cooperative 
agreement  differs  from  the  traditional  research  grant  in  that  the  cooperative 
agreement  funding  mechanism  anticipates  substantial  NCI  staff  programmatic 
participation  during  performance.  However,  the  applying  Group  must  define  its 
objectives  in  accord  with  its  own  interests  and  perceptions  of  approaches  to 
the  discovery  of  improved  cancer  treatment.  The  role  of  NCI  as  a member  of 
the  Group  is  described  in  the  RFA.  The  NCI  Coordinator  from  the  Grants  and 
Contracts  Operations  Branch,  Developmental  Theapeutics  Program,  Division  of 
Cancer  Treatment,  will  marshall  the  appropriate  resources  to  assist  and 
stimulate  the  realization  of  Group  objectives.  Active  participation  of 
industry  is  encouraged  because  it  will  allow  this  segment  of  the  scientific 
community  to  contribute  its  considerable  intellectual  and  material  resources. 

The  Pi's  institution  will  be  responsible  for  the  Group  application.  Awards 
will  be  made  to  the  applicant  institution  on  behalf  of  the  Group  as  a whole 
and  not  to  individual  Laboratory  Programs  within  the  Group.  The  Pi's 
institution  will  provide  a Central  Operations  Office  for  the  Group  and  will  be 
responsible  for  the  performance  of  the  entire  Group  and  be  accountable  for  the 
funds  awarded . 

The  NCI  plans  to  make  multiple  awards  for  project  periods  of  up  to  four  years 
and  has  set  aside  $4,000,000  for  the  initial  year's  funding. 

For  further  information  and  a copy  of  the  RFA  contact: 

George  S.  Johnson,  Ph . D . 

Grants  and  Contracts  Operations  Branch 
Developmental  Therapeutics  Program 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Room  832 
Bethesda,  MD  20892 
Telephone:  (301)  496-8783 

Questions  of  an  administrative  nature  not  directly  related  to  the  programmatic 
aspects  of  the  RFA  may  be  directed  to: 

Ms.  Mable  Lam 

Grants  Management  Specialist 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Suite  242 
Bethesda,  MD  20892 

Telephone:  ( 30 1 ) -496- 7800 , Ext.  48 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.395,  Cancer  Treatment  Research.  Awards  are  made  under  authorization  of  the 
Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by 
Public  Law  99-158,  USC  241  and  285)  and  administered  under  PHS  grants  policies 
and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  Health  Systems  Agency  review. 
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EDUCATION  PROGRAMS  IN  CANCER  PREVENTION  AND  CONTROL 


RFA  AVAILABLE:  CA-91-20 

P.T.  34;  K.W.  0715035,  0502017,  0745027,  0795003,  0745020 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date : September  1 5 , 1991 
Application  Receipt  Date:  November  13,  1991 

PURPOSE 

The  National  Cancer  Institute  (NCI)  invites  grant  applications  to  support 
educational  programs  aimed  at  developing  investigators  with  new  research 
skills  focused  on  the  design  and  implementation  of  cancer  prevention  and/or 
control  intervention  research.  A major  goal  of  this  Request  for  Applications 
(RFA)  is  to  broaden  the  research  infrastructure  of  cancer  prevention  and 
control  by  increasing  the  number  of  well-trained  scientists  in  the  field.  A 
parallel  goal  is  to  develop  a cadre  of  cl inical  oncologists  proficient  in  the 
use  of  public  health  approaches  and  behavioral  techniques  for  the  development 
and/or  implementation  of  interventions  designed  to  prevent  cancer  and  to 
increase  the  early  detection  and  diagnosis  of  cancer . Another  objective  is  to 
orient  health  professionals  already  schooled  in  areas  of  public  health , the 
behavioral  and  soc ial  sciences , nursing , and  bio statistics  toward  careers  in 
cancer  prevention  and  control  research  by  providing  them  with  basic  knowledge 
in  cancer  biology , prevention  and  control , and  the  skills  necessary  for 
intervention  trials . 

A sufficient  number  of  prevention-oriented  scientists  and  practitioners 
carrying  out  such  interventions  on  a national  scale  could  make  a signif icant 
contribution  to  the  reduction  of  cancer  incidence  and  mortal ity . There  should 
also  be  an  emphasis  on  providing  the  specialized  skills  needed  for 
intervent  ions  in  the  underserved , elderly , and  minority  populations  that  have 
high  cancer  incidence  and  mortal ity  rates . 

These  cross-disciplinary  educational  programs  are  likely  to  involve  active 
col labor at  ions  or  spec ial  arrangements  between  institutions  and/or  departments 
such  as  those  with  Cancer  Center  Support  Grants  ( P30 ) , schools  of  public 
health , departments  of  community  and  prevent ive  medicine , and  other 
departments  and  institutions  that  have  the  necessary  expertise  and  resources 
to  fulfill  the  objectives  of  this  RFA. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  ( PHS ) is  committed  to  achieving  the  health  promot ion 
and  disease  prevention  objectives  of  "Healthy  People  2000 , " a PHS-led  national 
activity  for  setting  priority  areas . This  RFA , Education  Programs  in  Cancer 
Prevention  and  Control , is  related  to  the  priority  area  of  cancer . Potential 
appl icant s may  obtain  a copy  of  "Healthy  People  2000"  ( Full  Report : Stock  No . 
017-001-00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents , Government  Printing  Office , Washington , D.C. 
20402-932^  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  non-profit  organizations , whether 
public  or  private , such  as  universities , colleges , hospitals , and 
laboratories . Applications  involving  minority  and  women  students  and 
investigators  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  the  National  Cancer  Institute  Cancer 
Education  Program  (R25).  Applicants  will  be  responsible  for  the  planning, 
direction , and  execution  of  the  proposed  project . Awards  will  be  administered 
under  PHS  grants  pol icy  as  stated  in  the  Public  Health  Service  Grants  Pol icy 
Statement . 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited 
competitive  continuation  appl icat ions  will  compete  with  all 

invest igator- initiated  applications.  However,  should  the  NCI  determine  that 
there  is  a sufficient  continuing  program  need , a request  for  competitive 
continuation  and/or  new  appl icat ions  will  be  announced . The  total  project 
period  for  applications  submitted  in  response  to  the  present  RFA  may  not 
exceed  five  years . The  earl iest  award  date  will  be  July  1 , 1 992 . 

FUNDS  AVAILABLE 
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For  FY  1992,  $2,500,000  in  total  costs  will  be  available  for  approximately  ten 
awards.  This  funding  level  is  dependent  upon  the  receipt  of  a sufficient 
number  of  applications  of  high  scientific  merit.  Although  this  program  is 
provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant 
to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for  this 
purpose . 

PROJECT  DESCRIPTION 

This  education  program  requires  the  integration  of  many  diverse  elements  such 
as:  (1)  a core  curriculum  covering  topics  in  cancer  biology,  cancer 

prevention,  public  health,  and  behavioral  sciences;  (2)  peer-reviewed, 
faculty-held  cancer  prevention  and  control  research  projects;  (3)  the 
availability  of  appropriate  patient  study  populations  and  data  bases;  and  (4) 
the  availability  of  appropriate  laboratory  and  clinical  facilities.  Principal 
Investigators  and  applicant  organizations  must  demonstrate  the  ability  to 
organize  and  administer  this  type  of  interdisciplinary  cancer-oriented  program 
whose  structure  may  require  linkage  to  other  academic  and  programmatic 
components  of  the  parent  and/or  collaborating  institutions. 

Proposed  programs  must  provide  requisite  educational  skills  in  cancer 
prevention  and  control  through  course  work,  seminars,  'hands-on' 
intervention-type  projects,  and  other  research  experiences.  Depending  upon 
the  proposed  program's  educational  objectives,  faculty,  research,  target 
student  population,  and  other  available  resources,  applicants  may  propose  a 
predoctoral  and/or  postdoctoral  type  program.  Graduates  of  the  program  must 
have  some  knowledge  of  cancer  biology,  including  topics  such  as  models  of 
carcinogenesis  and  short-term  intervention  end-points  that  would  allow  for 
monitoring  the  efficacy  of  various  interventions.  They  must  also  have  some 
familiarity  with  the  clinical  aspects  of  the  major  cancer  sites.  Finally, 
they  must  understand  the  research  methodologies  of  key  prevention  related 
disciplines  such  as  epidemiology  and  the  behavioral  sciences,  methodologies 
for  the  identification  of  high-risk  groups,  and  some  exposure  to  theories  of 
health  education  and  prevention  and  control. 

Research  graduates  must  be  able  to  formulate  hypotheses  and  design  and  conduct 
research  on  the  effectiveness  of  interventions  in  populations,  while 
practitioner  graduates  must  be  able  to  apply  the  results  of  research  studies 
to  appropriate  populations. 

SPECIAL  REQUIREMENTS 

A multidisciplinary  Cancer  Education  Committee  is  essential  to  the  overall 
administration  of  a Cancer  Education  Program.  It  must  consist  of  experts 
representing  basic,  behavioral,  and  clinical  disciplines  concerned  with  cancer 
and  its  prevention.  Schools  and  departments  participating  in  joint 
applications  must  be  represented  on  the  committee.  Evidence  must  be  provided 
of  the  committee's  function,  structure,  composition,  and  frequency  of 
meet ings . 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

APPLICATION  PROCEDURES 

The  most  recent  revision  of  the  research  grant  application  form  PHS  398  (rev. 
10/88)  must  be  used  in  applying  for  these  Cancer  Education  (R25)  awards. 

These  forms  are  available  at  most  institutional  business  offices  and  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes 
of  Health,  Room  949,  Westwood  Building,  5333  Westbard  Avenue,  Bethesda,  MD 
20892,  telephone  (301)  496-7441. 

Applications  must  be  received  by  November  13,  1991.  Consult  the  RFA  for 
complete  application  procedures. 

LETTER  OF  INTENT 

Although  not  required,  a letter  of  intent  may  be  submitted  by  September  15, 
1991,  and  include  a descriptive  title  of  the  proposed  educational  program , the 
name  and  address  of  the  Principal  Investigator , names  of  other  key  personnel , 
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participating  institutions,  and  the  number  and  title  of  the  RFA . The  letter 
of  intent  is  to  be  sent  to: 

Dr.  Robert  Adams 
Cancer  Training  Branch 

Division  of  Cancer  Biology,  Diagnosis  and  Centers 

National  Cancer  Institute 

Execut ive  Plaza  North , Room  232 

Bethesda,  MD  20892 

Telephone:  (301)  996-8580 

FAX:  (301)  902-0181 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged  and  are  to 
be  directed  to  Dr.  Robert  Adams  or  Dr.  Vincent  Cairoli  at  the  above  address. 
The  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants 
is  welcome.  The  program  official  will  be  pleased  to  mail  the  complete  RFA  to 
all  who  request  it. 

Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  Robert  C.  Adams 
Cancer  Training  Branch 
National  Cancer  Institute 
Executive  Plaza  North,  Room  232 
Bethesda,  MD  20892 
Telephone:  (301)  996-8580 

FAX:  (301)  902-0181 

Direct  inquiries  regarding  grants  management  issues  to: 

Mr.  Robert  Hawkins 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South , Room  292 
Bethesda,  MD  20892 

Telephone:  (301)  996-7800,  extension  13 

For  information  regarding  the  Division  of  Cancer  Prevention  and  Control 
intramural  Cancer  Prevention  Fellowship  Program,  contact: 

Dr.  Douglas  L.  Weed 

Director , Cancer  Prevention  Fellowship  Program 

Division  of  Cancer  Prevention  and  Control 

National  Cancer  Institute 

Executive  Plaza  South , Room  T91 

Bethesda,  MD  20892 

Telephone:  (301)  996-8690 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No . 

93 . 398 , Cancer  Research  Manpower . Awards  are  made  under  authorization  of  the 
Public  Health  Service  Act , Title  IV , Part  A ( Public  Law  78-910,  as  amended  by 
Public  Law  99-158,  92  USC  291  and  285)  and  administered  under  PHS  grants 
policies  and  Federal  Regulations  92  CFR  52  and  95  CFR  Part  79.  This  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
1 2372  or  Health  Systems  Agency  review . 


PHASE  I TRIALS  OF  NEW  CYTOTOXIC  AND  BIOLOGIC  AGENTS  IN  CHILDREN  WITH  CANCER 

RFA  AVAILABLE:  CA-91-22 

P.T.  39;  K.W.  0755015,  0715035,  0790020,  0710100 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  September  11,  1991 
Application  Receipt  Date:  November  26,  1991 

PURPOSE 

The  Division  of  Cancer  Treatment  (DCT),  National  Cancer  Institute  (NCI), 
invites  cooperat ive  agreement  appl icat ions  (U0 1 ) from  consortia  of 
institutions , including  DCT  Clinical  Trials  Cooperative  Groups , wishing  to 
perform : (1)  Phase  I clinical  trials  of  new  cytotoxic , biologic , and 
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dif ferentiat ion- inducing  agents  in  children  with  advanced  refractory  cancer; 
(2)  appropriate  detailed  laboratory  studies  of  new  cytotoxic  agents  to  include 
pharmacokinetics  of  the  parent  compound  and  its  important  metabolites  as  well 
as  additional  studies  when  appropriate  (e.g.,  intracellular  activation 
kinetics);  and  (3)  appropriate  laboratory  correlative  studies  for  new  biologic 
and  dif ferentiat ion- inducing  agents. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS~led  national 
activity  for  setting  priority  areas.  This  Request  for  Applications  (RFA), 
Pediatric  Phase  I Trials  of  New  Cytotoxic  and  Biologic  Agents  in  Children  with 
Cancer,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  report:  Stock  No. 
017-001-0043-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  CRITERIA 

Non-profit  organizations  and  institutions  and  governments  and  their  agencies 
are  eligible  to  apply.  For-profit  organizations  are  also  eligible  unless 
specifically  excluded  by  legislation.  Both  domestic  and  foreign  applicants 
may  apply. 

Each  awardee  will  be  known  as  a Pediatric  Phase  I Clinical  Trials  Group 
(PPICTG).  A PPICTG  must  be  a consortium  of  medical  institutions  that  agree  to 
work  together  with  a Principal  Investigator  and  a single  administrative  focus; 
however,  each  PPICTG  will  be  funded  by  a single  cooperative  agreement.  Each 
PPICTG  will  be  expected  to  accrue  40-50  patients  per  year.  Each  applicant 
institution  must  have  a coordinating  center/operations  office  responsible  for 
coordination  of  protocol  development  and  submission,  study  conduct,  quality 
control  and  study  monitoring,  collection  of  data,  data  management  and 
analysis,  adherence  to  requirements  regarding  investigational  drug  management 
and  federally  mandated  regulations,  and  protocol  and  performance  reporting  of 
data  from  the  Phase  I trials.  Each  applicant  institution  is  responsible  and 
accountable  for  both  the  use  of  the  funds  provided  and  for  the  performance  of 
the  cooperative  agreement  supported  activity. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  as  cooperative  agreements  (U01)  that  create  an  assistance 
relationship  with  substantial  programmatic  involvement  of  NCI  staff  during  the 
performance  of  the  project.  This  mechanism  is  used  when  the  NCI  wishes  to 
stimulate  investigator  interest  and  proposes  to  advise  or  assist  in  an 
important  and  opportune  area  of  research.  Applicants  will  be  responsible  for 
the  planning,  direction,  and  execution  of  the  proposed  project.  NCI 
participation,  through  the  staff  of  the  Cancer  Therapy  Evaluation  Program, 
will  provide  assistance  in  the  nature  of  information  regarding  NCI  priorities 
and  ongoing  efforts  elsewhere  in  the  scientific  community  and  will  provide 
advice  (through  the  protocol  review  process)  regarding  methodology, 
feasibility,  and  adherence  to  regulatory  requirements  mandated  by  the  role  of 
the  NCI  as  a drug  sponsor. 

FUNDS  AVAILABLE 

The  NCI  anticipates  making  two  awards  for  the  project  period  of  up  to  four 
years.  A total  of  $750,000  in  total  costs  is  expected  to  be  setaside  for  the 
initial  year's  funding.  Although  this  program  is  provided  for  in  the 
financial  plans  of  the  NCI,  the  award  of  cooperative  agreements  pursuant  to 
this  RFA  is  also  contingent  upon  the  availability  of  funds  appropriated  for 
fiscal  year  1992. 

STUDY  POPULATIONS 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES. 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  females  and  minorities  in  study 
populations.  If  females  or  minorities  are  not  included  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion 
must  be  provided.  Applications  without  such  documentation  will  not  be 
accepted  for  review. 

APPLICATION  PROCEDURES/LETTER  OF  INTENT 
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This  RFA  is  a one-time  solicitation  with  a specified  deadline  of  November  26, 
1991,  for  receipt  of  applications.  Prospective  applicants  are  asked  to  submit 
by  September  11,  1991,  a letter  of  intent  that  includes  a descriptive  title  of 
the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the 
names  of  other  key  personnel,  the  participating  institutions,  and  the  number 
and  title  of  the  RFA  in  response  to  which  the  application  is  being  submitted . 
Although  a letter  of  intent  is  not  required , is  not  binding , and  does  not 
enter  into  the  review  of  subsequent  appl icat ions , it  is  requested  in  order  to 
provide  an  indication  of  the  number  and  scope  of  appl icat ions  to  be  reviewed . 

The  letter  of  intent  is  to  be  sent  to  Dr.  Malcolm  Smith  at  the  address  noted 
below . 

This  is  an  abbreviated  version  of  the  RFA . A copy  of  the  complete  RFA 
describing  the  research  goals  and  scope , the  cooperative  agreement  mechanism, 
the  review  criteria , and  other  requirements  necessary  for  potential 
appl icat ions  and  is  available  from : 

Dr.  Malcolm  Smith 

Cancer  Therapy  Evaluation  Program 

Division  of  Cancer  Treatment 

National  Cancer  Institute 

EPN,  Room  741 

Bethesda,  MD  20892 

Telephone:  (301)  496-2522 

FAX:  (301)  480-4663 

Inquiries  concerning  this  RFA  are  encouraged  and  are  to  be  directed  to  Dr . 
Smith  at  the  above  address  and  telephone  number . 

For  fiscal  and  administrative  manners,  contact: 

Ms.  Mary  Niemiec 

Grants  Management  Specialist 

National  Cancer  Institute 

EPS,  Room  242 

Bethesda , MD  20892 

Telephone:  (301)  496-7800  ext.  52 

FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No 
93 . 395 , Cancer  Treatment  Research . Awards  are  made  under  the  authorization  of 
the  Public  Health  Service  Act , Title  IV  Sections  301 , 410,  and  411,  Part  A 
(Public  Law  78-410,  42  USC  241  as  amended,  Public  Law  99-158,  42  USC  285a)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  at  42  CFR  Part 
52  and  45  CFR  Part  74 . This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  1 2372  or  Health  Systems  Agency  review . 


CANCER  EDUCATION  PROGRAMS  IN  PAIN  MANAGEMENT 

RFA  AVAILABLE:  CA-91-25 

P.T.  34;  K.W.  0715150,  0715035,  0502017,  0415001,  0710030 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  November  1,  1991 
Application  Receipt  Date:  December  6,  1991 

PURPOSE 

The  National  Cancer  Institute  (NCI ) invites  grant  appl icat ions  to  support 
education  activities  in  pain  management , rehabilitation,  or  psychosocial 
issues  affecting  cancer  patients  and  their  families.  These  cancer  education 
programs  are  intended  to  facilitate  the  dissemination  and  application  of 
information  regarding  state-of-the-art  procedures  for  effective  pain  control , 
for  improving  the  rehabilitation  of  cancer  patients  and  their  reentry  into  the 
workplace , and  for  using  psychosocial  knowledge  and  techniques  to  promote  the 
well-being  of  cancer  patients. 

Applicant  institutions  with  expertise  in  oncology,  nursing,  psychology, 
sociology,  and  other  relevant  disciplines  must  be  able  to  establ ish 
interdisciplinary  educational  programs  in  one  or  more  of  the  target  areas  of 
cancer  pain  management , cancer  rehabilitation,  or  psychosocial  issues 
affecting  cancer  patients  and  their  families . Short  training  courses , 
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workshops,  lectures,  small  discussion  groups,  demonstrations,  hands-on 
experiences,  when  suitable,  or  other  useful  formats  will  be  employed  either 
locally  or  regionally  to  disseminate  proper  knowledge  and  skills.  It  is  hoped 
that  these  educational  and  training  activities  will  in  turn  further  prompt 
physicians  and  other  health  professionals  to  apply  effective  and  innovative 
procedures  and  techniques  in  these  subject  areas  that  will  be  of  material 
benefit  to  the  quality  of  life  of  cancer  patients  and  their  families. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  Cancer  Education  Programs  In 
Pain  Management,  is  related  to  the  priority  area  of  health  promotion: 
educational  and  community-based  programs.  Potential  applicants  may  obtain  a 
copy  of  "Healthy  People  2000,"  (Summary  Report:  Stock  No.  017-001-00473-1  or 
Full  Report:  Stock  No.  017-001-00474-0)  through  the  Superintendant  of 
Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238) . 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  non-profit  organizations,  whether 
public  or  private,  such  as  universities,  colleges,  hospitals,  laboratories, 
units  of  State  or  local  governments,  and  eligible  agencies  of  the  Federal 
Government.  Applications  from  minorities  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  the  National  Cancer  Institute  Cancer 
Education  Program  (R25).  Applicants  will  be  responsible  for  the  planning, 
direction,  and  execution  of  the  proposed  project.  Awards  will  be  administered 
under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy 
Statement . 

FUNDS  AVAILABLE 

For  FY  1992,  $800,000  in  total  costs  will  be  available  for  approximately  ten 
awards.  The  project  period  will  be  for  up  to  three  years.  This  funding  level 
is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit.  The  earliest  feasible  start  date  for  the  initial  award  will 
be  July  1,  1992.  Although  this  program  is  provided  for  in  the  financial  plans 
of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  the 
availability  of  funds  for  this  purpose. 

SPECIAL  REQUIREMENTS 

Applicants  are  requested  to  identify  clearly  in  the  application  the  following 
aspects  of  the  proposed  initiative:  (1)  the  content  and  scope  of  the 
educational  activities;  (2)  the  specific  populations  to  be  educated  and  their 
availability;  (3)  the  procedures  to  be  used  to  announce  these  educational 
activities  and  to  recruit  participants;  (4)  the  qualifications  of  the  faculty 
member(s)  who  would  conduct  the  program(s);  (5)  the  potential  benefits  to 
cancer  patients  and  their  families  likely  to  arise  as  the  result  of  these 
educational  programs;  (6)  the  methods  of  evaluation  of  the  program  outcomes; 
and  (7)  the  specific  plans  to  disseminate  aspects  of  the  educational 
activities  that  prove  to  be  effective. 

APPLICATION  PROCEDURES 

The  most  recent  revision  of  the  research  grant  application  form  PHS  398  (rev. 
10/88)  must  be  used  in  applying  for  these  Cancer  Education  (R25)  awards. 

These  forms  are  available  at  most  institutional  business  offices  and  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes 
of  Health,  Room  449,  Westwood  Building,  5333  Westbard  Avenue,  Bethesda,  MD 
20892,  telephone  (301)  496-7441. 

Applications  must  be  received  by  December  6,  1991.  Consult  the  full  RFA  for 
complete  application  procedures  and  for  the  optional  submission  of  a letter  of 
intent . 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this 
RFA  and  inquiries  about  whether  or  not  specific  proposed  educational 
activities  would  be  responsive  to  this  RFA  are  encouraged.  The  opportunity  to 
clarify  any  issues  or  questions  from  potential  applicants  is  welcomed.  The 
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program  official  named  below  will  be  happy  to  mail  the  complete  RFA  to  all  who 
request  it . 

Direct  inquiries  regarding  programmatic  issues  to : 

Dr.  Robert  C.  Adams 
Cancer  Training  Branch 
National  Cancer  Institute 
Executive  Plaza  North,  Room  232 
Bethesda,  MD  20892 
Telephone:  (301)  496-8580 

Fax:  (301)  402-0181 

Direct  inquiries  regarding  grants  management  issues  to: 

Mr.  Robert  Hawkins 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  242 
Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  extension  13 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic 

Assistance  Number  93 . 398 , Cancer  Research  Manpower . Awards  are  made  under  the 
authorization  of  the  Public  Health  Service  Act , Title  IV , Part  A , Public  Law 
78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285  and  administered 
under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR 
Part  74 . This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  1 2372  or  Health  Systems  Agency  review . 


ONGOING  PROGRAM  ANNOUNCEMENTS 


BASIC  RESEARCH  IN  PERTUSSIS 

PA:  PA-91-84 

P.T.  34;  K.W.  0715125,  0740075,  0755020 

National  Institute  of  Allergy  and  Infectious  Diseases 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  invites 
invest igator- initiated  research  grant  appl icat ions  to  support  our  efforts  to 
scientifically  and  systematically  address  issues  surrounding  the  safety  of  the 
current  whole-cell  pertussis  vaccine . Several  areas  related  to  Bordetella 
pertussis  remain  poorly  understood , and  the  development  of  opt imal  vaccines 
for  pertussis  requires  more  complete  understanding  of  the  pathogenesis  of  the 
disease , +he  mode  of  inf ect ivity , the  role  of  individual  bacterial  components 
in  the  disease  process,  and  the  mechanism  of  resistance  to  disease.  To 
determine  the  pathogenesis  of  pertussis , additional  work  is  needed  to  define 
the  roles  of  individual  bacterial  components  in  the  disease  process  and  the 
mechanisms  of  resistance  to  disease . These  efforts  would  be  enhanced  by  the 
development  of  animal  models  and  in  vitro  assays  to  assess  the  associated 
biologic  activities . Additional  efforts  will  also  be  necessary  to  define  the 
role(s)  of  secretory  immunity  in  the  development  and  maintenance  of  protection 
against  B . pertussis . Support  will  be  through  individual  research  grants . 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  ( PHS ) is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS-led  national 
activity  for  setting  priority  areas.  This  Program  Announcement  (PA),  Basic 
Research  on  Pertussis , is  related  to  the  priority  areas  of  immunization  and 
infectious  diseases , and  maternal  and  infant  health . Potential  appl icants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents , Government  Printing 
Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

BACKGROUND 

The  final  test  of  any  specific  immunization  program  is  its  effect  in  the 
community  on  the  morbidity  and  mortality  of  the  particular  disease.  Although 
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efficacious  pertussis  vaccines  are  in  widespread  use,  their  safety  has  been 
questioned.  If  new,  safe  vaccines  are  to  be  developed,  additional  research 
will  be  required  in  many  areas  including  pertussis  diagnosis,  antigen 
analysis,  pathology,  immunity,  and  epidemiology. 

Unlike  pertussis  disease,  which  appears  to  confer  life-long  immunity, 
pertussis  vaccines  confer  only  partial  and  relatively  transient  protection.  A 
high  degree  of  protection  persists  for  three  to  seven  years,  then  decreases 
until  little  protection  is  evident  after  about  12  years.  Adults  who  had 
childhood  pertussis  and  who  are  re-exposed  demonstrate  variable  antibody 
levels  to  antigens  that  do  not  correlate  with  clinical  protection.  During  a 
recent  outbreak  of  pertussis  the  number  of  years  since  the  last  administration 
of  vaccine  correlated  with  clinical  disease  and  provided  evidence  for  waning 
immunity.  Individuals  who  received  their  last  immunization  within  three  years 
of  the  outbreak  experienced  a 21  percent  attack  rate  compared  to  a 95  percent 
attack  rate  in  those  who  had  an  interval  greater  than  12  years. 

The  number  of  individuals  susceptible  to  pertussis  is  increasing  in  the  United 
States.  The  number  of  young  adults  without  prior  immunizations  or  with 
diminished  post -vacc inat ion  immunity  is  growing.  Individuals  older  than  six 
years  of  age  are  not  vaccinated  routinely  because  pertussis  morbidity  in  older 
children  is  not  considered  significant.  The  reported  annual  incidence  of 
disease  increased  from  1010  cases  in  1976  to  3275  cases  in  1985  as  this 
population  of  young  adult  post-pertussis  vaccine  susceptibles  grew.  A large 
number  of  susceptible  newborns  and  infants  live  in  the  U.S.  and  epidemiologic 
studies  repeatedly  implicate  adults  in  the  transmission  of  pertussis  to 
infants.  However,  adults  with  clinical  pertussis  usually  are  not  diagnosed. 

There  also  is  a change  in  the  pattern  of  age  group  susceptibility  to  pertussis 
in  the  U.S.  Prior  to  1950,  pertussis  was  a disease  of  infancy  or  early 
childhood.  In  the  1950's,  with  widespread  vaccine  use,  most  young  and 
school-aged  children  had  vaccine- induced  immunity  and  most  adults  retained 
disease- induced  immunity.  These  two  pertussis- immune  populations  predominated 
until  the  late  1970's  and  were  responsible  for  the  marked  decline  in  the 
reported  annual  incidence  of  disease.  Currently,  the  population  of 
susceptible  young  adults  with  waning  vacc ine - induced  immunity  is  increasing, 
and  the  adult  population  with  post- infection  immunity  is  diminishing. 

For  these  reasons  the  maximum  benefit  toward  control  of  pertussis  using 
present  day  vaccines  may  have  been  achieved.  Unless  a better  vaccine  is 
developed,  an  increase  in  disease  incidence  can  be  expected  with  the  growth  of 
the  two  reservoirs  of  susceptible  individuals  (non- immunized  and  previously 
vaccinated  children  with  diminishing  immunity) . The  improved  vaccine  must 
produce  lasting  immunity  or  must  be  well  tolerated  to  allow  booster 
administration.  Although  the  conventional  whole-cell  pertussis  vaccine  is 
efficacious,  a concern  remains  regarding  reactogenic ity  due  to  either 
cell-associated  antigens  and/or  other  reactogenic  substances  with  no  role  in 
immunity.  Local  and  systemic  adverse  reactions  have  reduced  the  acceptance  of 
whole-cell  vaccine  for  use  in  infants  and  children  and  have  stimulated 
research  for  safer  vaccines.  Clearly,  the  development  of  a pertussis  vaccine 
that  has  low  reactogenic ity  and  that  provides  lasting  immunity  is  highly 
desirable . 

Reliable  diagnostic  methods  would  benefit  studies  on  the  epidemiology  of 
pertussis  and  would  aid  research  in  pathology,  immunology,  and  vaccine 
development.  Unfortunately,  current  methods  of  pertussis  diagnosis  are 
relatively  insensitive  or  non-specific,  costly,  and  labor  intensive.  The 
laboratory  diagnosis  is  complicated  by  difficulties  encountered  in 
demonstrating  B.  pertussis  by  culture  or  serologic  techniques.  During  the 
initial  stages  of  the  infection,  symptoms  are  absent  or  are  not  pathognomonic 
for  pertussis.  When  diagnostic  symptoms  appear  and  a clinical  suspicion  of 
pertussis  exists,  B.  pertussis  cells  in  nasopharyngeal  secretions  are 
decreased  in  number  and  hard  to  demonstrate.  Another  complicating  factor  is 
that  adults  and  infants  younger  than  six  months  of  age  often  present  pertussis 
atypically,  and  the  whoop  that  facilitates  diagnosis  is  often  lacking.  There 
is  a need,  therefore,  for  new  diagnostic  methods  that  are  rapid,  simple, 
sensitive,  and  specific.  The  new  methods  also  should  be  cost-effective  and 
practical  for  use  in  state  health  departments,  clinical  laboratories,  and 
developing  countries. 

The  development  of  new  pertussis  vaccines  will  require  additional  research  on 
mediators  of  disease  and  potential  immunogens.  Although  many  of  the 
biological  activities  of  B.  pertussis  have  been  documented,  the  responsible 
moieties  require  further  study.  Most  of  the  identified  bacterial  components 
are  part  of  the  cell  envelope.  Some  of  the  important  molecules  include 
endotoxin,  agglutinogens,  filamentous  hemagglutinin  (FHA),  pertussis  toxin 
(PT),  adenylate  cyclase,  tracheal  cytotoxin,  dermonecrot ic  toxin,  and  69kD 
outer  membrane  protein  (OMP).  The  biochemical  analysis  of  the  antigens. 


NIH  GUIDE  - Vol . 20,  No.  31,  August  16,  1991  - Page  17 


immunogens,  or  toxins  of  the  bacterial  cell  that  stimulate  protective  immunity 
and  the  characterization  of  the  immunological  responses  they  elicit  are 
critical  areas  of  investigation. 

Many  questions  remain  unanswered  about  the  mechanisms  by  which  the  host  mounts 
an  effective  immune  response  against  pertussis.  The  levels  and  types  of 
antibodies  that  protect  against  infection  or  illness  must  be  determined. 
Immunity  may  result  from  localized  secretory  response  to  bacterial  surface 
antigens , but  little  is  known  about  the  mechanisms  of  mucosal  immunity  in 
local  disease.  Although  significant  pathological  changes  occur  at  the 
localized  site  of  infection,  there  are  few  reports  on  pertussis  antibody  in 
nasal  secretions . There  have  been  two  studies  that  correlated  the  presence  of 
secretory  antibody  with  increasing  time  after  onset  of  symptoms  and  with 
decreasing  culture  positivity.  These  results  support  the  diagnostic  value  of 
secretory  antibody . Additional  studies  on  the  cellular  and  humoral  immunity 
of  the  host  in  response  to  colonization  by  B.  pertussis  are  necessary. 

Another  issue  in  pertussis  immunology  is  the  concern  that  transplacental 
antibody  may  blunt  the  immune  response  to  pertussis  vaccine  administered  to 
children  below  the  age  of  six  months.  It  has  been  reported  that  the 
concentration  of  transplacentally  transferred  pertussis  antibodies  present  in 
newborns  to  equal  or  exceed  that  in  their  mothers . However , most 
four-month-old  infants  had  no  measurable  antibody  to  PT  or  FHA . The  infants 
with  high  pre- immunization  PT  antibody  titers  had  significantly  lower 
post- immunization  titers  after  administration  of  the  conventional  whole-cell 
vaccine  than  did  infants  given  the  newer  acellular  vaccine.  It  is  not  known 
whether  this  greater  response  to  acellular  vaccine  is  due  to  greater 
immunogenic ity  of  PT  in  the  acellular  product , the  absence  of  other  components 
of  the  whole-cell  vaccine  in  the  acellular  product , or  other  unidentified 
factors . 

Two  additional  potentially  important  areas  of  vaccine  immunization  research 
are  linked  to  studies  on  passively  acquired  immunity.  One  investigation  would 
determ ine  if  infants  can  be  protected  by  boosting  the  passive  humoral  immunity 
acquired  from  the  mother . The  other  would  study  if  it  is  beneficial  to  select 
the  time  of  the  initial  dose  of  the  vaccine  so  that  induced  immune  responses 
in  infants  correspond  to  the  disappearance  of  maternally  acquired  antibody. 

Immunologic  research  on  pertussis  also  would  benefit  from  the  development  of 
animal  models  to  study  local /mucosal  immunity  following  disease . 

RESEARCH  GOALS  AND  SCOPE 

Specific  foci  for  research  may  include,  but  are  not  limited  to: 

o The  genetic  and  biochemical  character  of  virulence  factors 
o Basic  mechanisms  of  pathogenesis,  including  the  means  by  which  the 
organism  establishes  and  maintains  colonization  and  maintains  its 
phenotype  in  the  virulent  phenotype 
o The  role  of  virulence  factors  in  disease  pathogenesis 
o Correlations  between  pathogenesis  and  the  various  clinical 
manifestations  of  disease , such  as  the  characteristic  cough 
o The  role  of  virulence  factors  in  the  induction  of  antibody 
formation 

o The  role  of  antibodies  in  recovery  and  protection 
o The  role  of  cell -mediated  and  mucosal  immunity 

o The  development  of  an  animal  model  to  study  disease  pathogenesis 
and  immune  response 

o The  development  of  rapid  diagnostic  methods  appropriate  for 
diagnosis  in  the  field 

o The  development  of  diagnostic  methods  appropriate  for  use  in 
vaccinees,  persons  taking  antibiotics,  and  infants 
o The  feasibility  of  an  aerosolized  or  oral  vaccine  directed  at  the 
production  of  mucosal  immunity 
o Biological  markers  pertaining  to  correlates  of  immunity 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  research  will  be  the  individual  research  grant 
(R01)  and  the  First  Independent  Research  Support  and  Transition  (FIRST)  Award 
(R29).  The  number  of  awards  to  be  made  is  dependent  upon  receipt  of  a 
sufficient  number  of  applications  of  high  scientific  merit  and  upon 
availability  of  funds. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY 
POPULATIONS 
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NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group.  In  addition,  gender  and  racial/ethnic  issues 
should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information 
should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan 
AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible 
representation  of  minority  groups.  However,  NIH  recognizes  that  it  may  not  be 
feasible  or  appropriate  in  all  research  projects  to  include  representation  of 
the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e., 
Native  Americans  (including  American  Indians  or  Alaskan  Natives), 

Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be 
provided . 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the 
definition  of  minority  differs  in  other  countries,  the  applicant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl icat ion . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center 
(GCRC)  funded  by  the  NIH  National  Center  for  Research  Resources  may  wish  to 
identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  In  such 
a case,  a letter  of  agreement  from  either  the  GCRC  program  director  or 
Principal  Investigator  must  be  included  with  the  application. 

APPLICATION  PROCEDURE 

Applications  must  be  submitted  on  the  grant  application  form  PHS  398  (Rev. 
10/88)  and  will  be  accepted  on  any  of  the  three  receipt  dates  for  research 
grant  applications,  February  1,  June  1,  and  October  1. 

Application  kits  are  available  at  most  business  and  grants/contracts  offices 
and  may  be  obtained  from  the  Office  of  Grants  Inquiries,  Division  of  Research 
Grants,  Westwood  Building,  Room  449,  National  Institutes  of  Health,  Bethesda, 
Maryland  20892,  telephone  (301)  496-7441. 

On  the  first  (face)  page,  item  2,  of  the  application,  the  word  "yes"  must  be 
checked  and  the  title  and  number  of  the  announcement  typed  in  the  space 
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provided:  BASIC  RESEARCH  IN  PERTUSSIS,  PA-91 -84. 

The  original  and  six  copies  of  the  application  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda , MD  20892** 

REVIEW  PROCEDURES 

Applications  will  receive  institute  and  initial  review  group  (IRG)  assignment 
on  the  basis  of  established  Public  Health  Service  referral  guidelines . 

Appl ications  will  be  reviewed  for  scientific  and  technical  merit  by  an  IRG 
convened  by  the  Division  of  Research  Grants,  NIH.  Following  IRG  review,  the 
applications  will  receive  a second-level  review  by  an  appropriate 
Council/Board . Applications  will  compete  for  available  funds  with  all  other 
approved  appl ications  assigned  to  the  institute . 

REVIEW  CRITERIA 

The  standard  review  criteria  will  be  used  to  assess  the  scientific  merit  of 
applications . The  IRG  will  be  reviewing  the  adequacy  of  protection  of  human 
subjects,  the  humane  care  of  animals,  and  biosafety  conditions.  In  clinical 
research  studies,  reviewers  also  will  be  evaluating  the  adequacy  of  the 
inclusion  of  women  and  minorities  in  the  study  populations . 

STAFF  CONTACT 

Investigators  are  encouraged  to  contact : 

David  L.  Klein,  Ph . D . 

Program  Officer,  Respiratory  Diseases  Branch 
Division  of  Microbiology  and  Infectious  Diseases 
National  Institute  of  Allergy  and  Infectious  Diseases 
Westwood  Building,  Room  750 
Bethesda , MD  20892 
Telephone:  C301)  496-5305 

For  fiscal  and  administrative  matters  contact : 

Kathy  Phillips 

Grants  Management  Specialist 
Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 
Westwood  Building,  Room  726 
Bethesda , MD  20892 
Telephone:  (301)  496-7075 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No . 
93.856,  Microbiology  and  Infectious  Disease  Research.  Grants  will  be  awarded 
under  the  authority  of  the  Public  Health  Service  Act , Title  III , Section  301 
(Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants 
policies  and  Federal  Regulations  at  42  CFR  Part  52  and  45  CFR  Part  74.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  1 2372  or  a Health  Systems  Agency  review . 


ROLE  OF  XENOBIOTIC  RECEPTORS  IN  TOXICOLOGY 

PA:  PA-91-85 

P.T.  34;  K.W.  1007009,  0760075,  0760015,  1002008 
National  Institute  of  Environmental  Health  Sciences 
Application  Receipt  Dates:  February  1,  June  1,  October  1 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  invites  grant 
applications  through  a Program  Announcement  (PA)  for  basic  studies  on  the  role 
of  xenobiotic  receptors  in  toxicology.  This  type  of  solicitation  is  issued  to 
encourage  investigator- initiated  research  projects  in  areas  of  special 
programmatic  interest  to  the  National  Institutes  of  Health  (NIH).  Applicants 
funded  under  the  PA  are  supported  through  traditional  research  grants  in 
accordance  with  Public  Health  Service  (PHS)  policies  applicable  to  research 
grants.  It  is  noted  that  only  research  project  (R01)  and  First  Independent 
Research  Support  and  Transition  (FIRST)  Award  (R29)  grant  applications  will  be 
considered  in  response  to  this  PA . 
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BACKGROUND 


The  NIEHS  is  the  principal  NIH  component  for  support  of  basic  research  on 
environmental  factors  that  contribute  to  human  health  problems  and  disease. 
Major  emphasis  by  NIEHS  is  placed  upon  research  examining  those  physical  and 
chemical  substances  to  which  humans  are  exposed  in  their  general  environment 
as  a result  of  human  activities  such  as  modern  technologies  and  industrial  and 
commercial  processes.  Of  particular  inportance  to  the  accomplishment  of  the 
mission  of  the  NIEHS  is  research  to  define  the  mechanisms  through  which 
environmental  agents  exert  their  effects. 

One  of  the  classic  hypotheses  is  that  environmental  chemicals  cause  diseases 
such  as  birth  defects  and  cancer  by  direct  alteration  of  DNA . This  then 
results  in  mutations  and  subsequent  abnormalities  in  gene  expression. 

However,  an  increasing  number  of  chemicals  fail  to  fit  this  "genetic"  model 
and,  therefore,  additional  mechanisms  to  explain  the  phenomena  must  exist  and 
remain  to  be  elucidated.  Furthermore,  many  other  mechanisms  to  explain  the 
biological  consequences  of  other  toxic  chemical  exposures  are  badly  needed 
because  direct  chemical  reactions  or  toxic  antagonisms  have  not  been  found. 

A recent  development  within  the  field  of  molecular  biology/toxicology  has 
given  impetus  for  the  development  of  other  theories  that  may  offer  alternative 
explanations  of  chemical  toxicity.  Recently,  it  has  been  demonstrated  that 
certain  foreign  chemicals,  the  peroxisome  proliferators , interact  with 
specific  types  of  receptor  proteins  (Issemann  and  Green,  Nature,  Vol . 347: 
645-649,  1990).  Some  receptor  proteins,  members  of  the  erbA  receptor 
superfamily,  function  as  transcription  factors  regulating  gene  expression. 
Although  these  receptors  were  initially  identified  through  the  binding  of 
compounds  known  to  be  important  for  cell  growth,  differentiation,  and 
development  (.e.g.,  steroid  hormones,  thyroid  hormones),  it  has  now  been 
demonstrated  that  the  peroxisome  proliferators  also  bind  to  receptor  proteins 
in  this  family  and  elicit  the  expression  of  a number  of  gene  products. 
Interestingly,  an  endogenous  biological  molecule  that  naturally  binds  to  these 
receptors  has  yet  to  be  discovered  and  the  exact  biological  role  of  these 
receptors  is  not  known.  Hence  these  receptors  have  been  referred  to  as 
"orphan"  receptors. 

Another  receptor  that  appears  to  fit  in  this  category  is  the  Ah  receptor  that 
binds  halogenated  aromatic  hydrocarbons  such  as  dioxin.  All,  or  nearly  all, 
of  the  responses  produced  by  2 , 3 , 7 , 8-tetrachlorodibenzo-p-dioxin  (TCDD)  and 
related  compounds  are  thought  to  be  mediated  by  the  Ah  receptor.  This 
receptor  is  believed  to  be  in  the  same  erbA  superfamily  and  functions  as  a 
regulator  of  gene  expression.  Furthermore,  heat  shock  protein  synthesis  and 
P450  enzyme  activation,  both  important  in  tissue  response  to  xenobiotic 
exposure,  have  been  correlated  with  Ah  receptor  binding  and  steroid  receptor 
binding.  Therefore,  the  activation  of  genes  encoding  P450,  as  well  as  other 
drug  metabolizing  enzymes  by  these  effectors,  might  be  an  important  step 
upstream  in  the  regulatory  process  for  controlling  the  steady  state  levels  of 
the  various  transcription  activating  factors  in  response  to  toxic  insult. 

This  provides  evidence  that  other  xenobiotic  receptors  may  exist. 

The  identification  of  these  receptors  could  provide  a molecular  explanation 
for  xenobiotic  toxicity  and  contribute  to  a better  understanding  of  the 
mechanisms  of  toxicity.  The  NIEHS  is  interested  in  stimulating  research  in 
this  new  field  of  molecular  biology  and  exploring  new  approaches  to  the 
mechanisms  of  chemical  toxicology. 

RESEARCH  OBJECTIVES  AND  SCOPE 

This  announcement  is  issued  to  encourage  and  foster  invest igator- initiated 
basic  and  applied  research  on  the  possible  roles  of  xenbiotic  receptors  in 
toxicology.  Specifically  the  NIEHS  is  interested  in  supporting  research  to: 

o Identify  other  receptors  for  the  erbA  or  other  gene  families  that 
bind  xenobiotics.  For  example,  TCDD  or  peroxisome  proliferators 
binding  to  a receptor. 

o Identify  the  effects  on  gene  expression  such  as  increased  product 
synthesis  or  activity.  The  P450  activity  increase  resulting  from 
receptor  binding  by  TCDD  or  peroxisome  proliferator  chemicals  is 
one  of  the  responses  that  has  been  observed.  Alternatively,  there 
could  be  a decrease  in  endpoint  activity  directly  or  through 
expression  of  new  compounds  that  have  inhibitory  effects.  Other 
ramifications  may  also  develop  that  need  to  be  explained. 

o Identify  the  effects  of  the  gene  products  within  a specific 

biological  system.  As  an  example,  P450s  synthesizing  bio-organic 
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growth  effector  molecules  as  a result  of  TCDD  binding  to  a 
receptor . 

The  overall  objective  of  this  PA  is  to  encourage  invest igator- initiated  grant 
applications  in  this  new  and  emerging  field  of  molecular  toxicology  that 
explore  the  concept  that  receptors  specific  for  xenobiotics  directly  mediate 
the  effect  of  a class  of  chemicals.  This  new  approach  should  provide  an 
alternative  to  previous  concepts  regarding  the  mechanisms  of  chemical  toxicity 
that  are  not  directly  related  to  genotoxicity . Multi- invest igator  projects 
that  bring  together  molecular  biologists  and  toxicologists  to  address  any  of 
the  number  of  toxic  expressions  that  can  result  from  receptor  binding  are 
encouraged . 

The  NIEHS  is  not  interested  in  supporting  research  to  identify  or  define  the 
mechanisms  of  action  of  the  endogenously  produced  biological  molecules  that 
bind  to  these  receptors.  These  types  of  applications  are  more  appropriately 
supported  by  other  Institutes.  However,  the  NIEHS  is  interested  in 
investigations  of  how  exogenous  chemicals  react  with  these  receptors  and  the 
resulting  physiological  and  biochemical  sequelae. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  PA,  Role  of  Xenobiotic  Receptors  in 
Toxicology,  is  related  to  the  priority  area  of  environmental  health. 

Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES 
CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES. 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research 
grants  and  cooperative  agreements  will  be  required  to  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special 
emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in 
studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If 
women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear 
compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of 
gender  and  racial/ethnic  group,  together  with  a rationale  for  its  choice.  In 
addition,  general  and  racial/ethnic  issues  should  be  addressed  in  developing  a 
research  design  and  sample  size  appropriate  for  the  scientific  objectives  of 
the  study.  This  information  should  be  included  in  the  form  PHS  398  in  Section 
2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 
Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the 
broadest  possible  representation  of  minority  groups.  However,  NIH  recognize 
that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial  /ethnic  minority 
populations  (i.e.,  Native  Americans  (including  American  Indians  or  Alaskan 
Natives),  Asian/Pacific  Islanders,  Blacks.  Hispanics).  The  rationale  for 
studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical 
and  behavioral  studies  of  etiology,  epidemiology,  prevention  (and  preventive 
strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply. 

Basic  research  or  clinical  studies  in  which  human  tissues  cannot  be  identified 
or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
to  include  human  tissues  from  women  and  racial /ethnic  minorities  when  it  is 
important  to  apply  the  results  of  the  study  broadly,  and  this  should  be 
addressed  by  applicants. 

For  foreign  awards , the  pol icy  on  inclusion  of  women  appl ies  fully ; since  the 
definition  of  minority  differs  in  other  countries , the  appl icant  must  discuss 
the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States ' populations , including  minorities . 

If  the  required  information  is  not  contained  within  the  application,  the 
application  will  be  returned. 
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Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the 
application  conforms  to  these  policies.  If  the  representation  of  women  or 
minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population 
is  inadequate,  it  will  be  considered  a scientific  weakness  or  deficiency  in 
the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the 
appl icat ion . 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to 
address  these  policies.  NIH  funding  components  will  not  award  grants  or 
cooperative  agreements  that  do  not  comply  with  these  policies. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  activity  will  be  the  individual  research 
grant  - research  project  grant  (R01)  or  the  First  Independent  Research  Support 
and  Transition  (FIRST)  Award  (R29)  as  applicable. 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  will  be  accepted  in  accordance  with  the  usual  receipt  dates  for 
new  research  grant  applications:  February  1,  June  1,  and  October  1.  The 
earliest  possible  award  dates  will  be  approximately  nine  months  after  the 
respective  receipt  dates.  Applications  received  too  late  for  one  cycle  of 
review  will  be  held  until  the  next  receipt  date. 

Applications  will  be  received  by  the  NIH  Division  of  Research  Grants  (DRG)  and 
referred  to  an  appropriate  study  section  for  scientific  and  technical  merit 
review.  Institute  assignment  decisions  will  be  based  on  programmatic 
considerations  as  specified  in  the  NIH  Referral  Guidelines.  The  review 
criteria  customarily  employed  by  the  NIH  for  research  grant  applications  will 
prevail.  Following  the  initial  scientific  review,  the  applications  will  be 
evaluated  by  the  appropriate  Institute  advisory  council. 

METHOD  OF  APPLYING 

Applications  must  be  submitted  on  form  PHS  398  (revised  10/88)  that  is 
available  in  the  business  or  contracts  offices  at  most  academic  and  research 
institutions  and  from  the  DRG  Westwood  Building,  Room  290,  Bethesda,  MD  20892, 
telephone  (301)  496-7441.  To  identify  the  application  as  a response  to  this 
announcement,  check  "yes"  in  Item  2 on  the  face  page  of  the  application  and 
enter  the  title  "Role  of  Xenobiotic  Receptors  in  Toxicology,  PA-91 -85." 

The  original  and  six  copies  of  the  application  must  be  directed  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Inquires  related  to  this  PA  may  be  directed  to 

Dr.  Michael  J.  Galvin 
Program  Administrator,  Scientific  Programs  Branch 
Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7825 

Grants  management  inquiries  may  be  directed  to: 

David  L.  Mineo 

Chief,  Grants  Management  Branch 
Division  of  Extramural  Research  and  Training 
National  Institute  of  Environmental  Health  Sciences 
P.  0.  Box  12233 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-1373 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance 
Numbers  93.112,  Characterization  of  Environmental  Health  Hazards,  and  93.113, 
Biological  Response  to  Environmental  Health  Hazards.  Awards  are  made  under 
the  authority  of  Section  487,  Public  Health  Service  Act  as  amended  (42  USC 
288)  and  administered  under  PHS  Grants  Policies  and  Title  42  of  the  Code  of 
Federal  Regulations,  Part  66.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 
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NIH/ADAMHA  POLICY  CONCERNING  INCLUSION  OF  WOMEN  IN  STUDY  POPULATIONS 

P.T.  34,  II;  K.W.  1014002,  1014006 
National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Alcohol,  Drug  Abuse,  and 
Mental  Health  Administration  (ADAMHA)  recognize  that  most  researchers 
adequately  and  appropriately  consider  gender  representation  in  clinical 
research  design.  Nevertheless,  the  following  statement  is  published  as  a 
reiteration  and  further  interpretation  of  the  existing  NIH/ADAMHA  policy 
concerning  inclusion  of  women  in  study  populations.  Clinical  research 
findings  should  be  of  benefit  to  all  persons  at  risk  of  the  disease , 
regardless  of  gender . This  pol icy  was  previously  published  in  the  NIH  Guide 
for  Grants  and  Contracts  on  October  24,  1986;  January  23,  1987;  March  27, 

1987;  January  15,  1988;  and  June  16,  1989.  For  the  purpose  of  this  policy, 
clinical  research  includes  human  studies  of  etiology,  treatment,  diagnosis, 
prevention,  and  epidemiology  of  disease,  including  but  not  limited  to  clinical 
trials.  While  this  policy  statement  refers  to  inclusion  of  women,  applicants 
are  strongly  reminded  that  a similar  policy  exists  regarding  the  inclusion  of 
minorities  (NIH  Guide  for  Grants  and  Contracts  - September  25,  1987;  January 
15,  1988;  and  June  16,  1989).  Both  policies  must  be  considered  when  preparing 
clinical  research  applications/proposals  for  submission  to  the  NIH/ADAMHA. 

Public  concern  requires  that  clinical  studies  include  both  genders  in  such  a 
way  that  results  are  applicable  to  the  general  population;  exceptions  would  be 
those  diseases  or  conditions  that  occur  only  in  one  gender . Therefore , 
applications/proposals  for  NIH/ADAMHA  support  of  clinical  research  should 
employ  a study  design  with  gender  representation  appropriate  to  the  known 
incidence/prevalence  of  the  disease  or  condition  being  studied . If  inclusion 
of  women  is  impossible  or  inappropriate  with  respect  to  the  purpose  of  the 
research,  the  health  of  the  subjects,  or  other  reasons,  or  if  in  the  only 
study  population  available  there  is  a disproportionate  representation  of  one 
gender,  these  reasons  for  excluding  women  or  men  must  be  well  explained  and 
justified  by  the  applicant.  Similar  justification  is  required  if  women  will 
not  be  included  in  numbers  appropriate  to  the  incidence/prevalence  of  the 
disease . 

In  conducting  peer  review  for  scientific  and  technical  merit,  members  of 
Initial  Review  Groups  ( IRGs ) /Technical  Evaluation  Groups  (TEGs)  will  be 
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instructed  to  evaluate  the  proposed  gender  composition  of  the  study 
population . 

1)  If  there  is  an  inadequate  number  of  women  in  a study  design  AND 
this  affects  the  potential  to  answer  the  scientific  questionCs) 
addressed,  that  will  be  considered  a weakness  or  deficiency  in  the 
study  design  and  should  be  reflected  in  the  assigned  score  given  to 
the  application/proposal,  and  in  the  summary  statement  of  the 
review . 

2)  If  an  applicant  proposes  that  there  is  justification  for  conducting 
a study  in  men  only,  or  in  a study  population  in  which  the 
proportion  of  women  does  not  reflect  the  gender  prevalence  of  the 
disease  or  condition  under  study,  a strong  scientific  rationale,  an 
explanation  of  the  need  to  protect  the  health  of  the  subjects,  or 
other  well-supported  justification  must  be  provided.  The  IRG/TEG 
will  be  instructed  to  evaluate  the  merit  of  such  justifications. 
Appropriate  justification  will  not  adversely  affect  the  assigned 
score.  The  NIH/ADAMHA  will  not  fund  such  applications/proposals 
unless  the  justification  provided  is  compelling. 

3)  If  the  gender  composition  of  the  study  population  is  not  described, 

BUT  the  study  otherwise  has  the  potential  to  answer  the  scientific 
questionCs)  posed  and  translate  the  findings  to  all  persons  at  risk 
of  the  disease,  the  omission  will  be  documented  by  the  Executive 
Secretary  of  the  IRG/TEG  in  an  administrative  note,  and  will  not 
adversely  affect  the  scientific  assessment  and  the  assigned  score. 

If  there  is  inadequate  information  on  the  study  population  to  allow 
evaluation  of  the  scientific  questionCs),  the  review  may  be 
deferred.  The  NIH/ADAMHA  funding  components  will  not  fund/award 
grants  or  contracts  until  the  applicant  provides  sufficient 
information  on  the  study  population  to  assure  compliance  with  the 
NIH/ADAMHA  policy  on  inclusion  of  women  in  study  populations. 

Since  the  need  to  modify  sample  design  could  delay  award  and  affect 
the  costs  of  the  study,  applicants  are  strongly  advised  to  address 
this  issue  in  the  initial  submission.  If  costs  or  study  designs 
are  significantly  affected  by  such  modification,  submission  of  an 
amended  application/proposal  for  IRG/TEG  review  and/or 
reconsideration  by  the  appropriate  National  Advisory  Council  or 
Board  may  be  necessary. 

Whenever  there  are  scientific  reasons  to  anticipate  differences  between  men 
and  women  with  regard  to  the  hypothesis  under  investigation,  applicants  should 
consider  the  inclusion  of  an  evaluation  of  gender  differences  in  the  proposed 
study.  However,  if  men  and  women  are  enrolled  in  numbers  that  reflect  the 
gender  proportion  of  the  disease  under  study,  it  is  not  an  automatic 
requirement  for  the  study  design  to  include  statistical  power  for  men  and 
women  separately. 

It  is  important  to  note  that  regardless  of  the  program  relevance  of  the 
proposed  research,  the  NIH/ADAMHA  funding  components  will  not  fund/award 
grants  or  contracts  that  do  not  comply  with  this  policy. 


ADAMHA/NIH  POLICY  CONCERNING  INCLUSION  OF  MINORITIES  IN  STUDY  POPULATIONS 

P.T.  34,  FF;  K.W.  1014002,  1014006 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 
National  Institutes  of  Health 

There  are  clear  scientific  and  public  health  reasons  for  specifically 
including  members  of  minority  groups  in  study  populations.  Accordingly,  the 
Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA)  and  the 
National  Institutes  of  Health  (NIH)  require  that  applications/proposals  for 
clinical  research  must  give  appropriate  attention  to  inclusion  of  minorities 
in  study  populations , unless  compelling  scientific  or  other  justification  for 
not  including  minorities  is  provided . For  the  purpose  of  this  policy, 
minorities  include  U.S.  racial /ethnic  minority  populations  ( specif ically : 
American  Indians  or  Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  and 
Hispanics ) , and  cl inical  research  includes  human  studies  of  etiology , 
treatment , diagnosis , prevention , and  epidemiology  of  diseases , disorders  and 
conditions,  including  but  not  limited  to  clinical  trials  and  research  on 
health  service  and  its  impact  on  disease . Grants , cooperative  agreements , and 
contracts  are  covered  by  this  pol icy . 
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This  statement  is  published  as  a reiteration  and  further  interpretation  of  the 
existing  ADAMHA/NIH  policy  concerning  inclusion  of  minorities  in  study 
populations.  This  policy  was  previously  published  in  the  NIH  Guide  for  Grants 
and  Contracts  on  September  25,  1987,  Vol.  16,  No.  32;  January  15,  1988,  Vol. 
17,  No.  2;  and  June  16,  1989,  Vol.  18,  No.  21.  While  the  focus  of  this  policy 
is  on  inclusion  of  minorities  in  general  population  studies,  ADAMHA  and  NIH 
also  encourage  attention  to  gaps  in  knowledge  about  specific  U.S. 
racial/ethnic  minorities  and  health  problems  that  significantly  affect  them. 
Examples  of  these  problems  include  but  are  not  limited  to:  cancer,  substance 
abuse,  heart  disease  and  stroke,  homicide  and  accidents,  diabetes,  infant 
mortality,  and  acquired  immunodeficiency  syndrome  (AIDS).  Addressing  these 
gaps  may  be  appropriate  justification  for  focusing  a particular  study  on  a 
single  racial/ethnic  group. 

While  this  policy  statement  refers  to  inclusion  of  minorities,  applicants  are 
strongly  reminded  that  a similar  policy  exists  regarding  women  (NIH  Guide  for 
Grants  and  Contracts  - October  24 , 1986,  Vol.  15,  No.  22;  January  23,  1987, 
Vol.  16,  No.  3;  January  15,  1988,  Vol.  17,  No.  2;  June  16,  1989,  Vol.  18,  No. 
21;  and  August  24,  1990,  Vol.  19,  No.  31).  Both  policies  must  be  considered 
when  preparing  research  applicants/proposals  for  submission  to  ADAMHA/NIH. 

Applicants  for  grants/cooperative  agreements  and  offerors  for  contracts  should 
be  aware  that  in  attempting  to  include  minority  groups  in  a particular  study, 
attention  must  be  paid  to  research  design  and  sample  size  issues.  ADAMHA  and 
NIH  recognize  that  it  may  not  be  feasible  or  appropriate  in  all  research 
projects  to  include  representation  of  the  full  array  of  U.S.  racial/ethnic 
minority  populations.  However,  applicants/offerors  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups. 

In  all  applications  or  proposals  for  clinical  research,  applicants  must 
describe  the  anticipated  race/ethnic  composition  of  the  study  population.  In 
conducting  peer  review  for  scientific  and  technical  merit,  members  of  Initial 
Review  Groups  ( IRGs )/Technical  Review  Groups  (TEGs)  will  be  instructed  to 
evaluate  the  appropriateness  of  the  proposed  minority  composition: 

1 ) If  there  is  insufficient  attention  to  inclusion  of  minorities  in  a 
study  design  AND  this  affects  the  potential  to  answer  the 
scientific  question(s)  addressed,  that  will  be  considered  a 
weakness  or  deficiency  and  must  be  reflected  in  the  assigned  score 
given  to  the  application/proposal,  and  in  the  summary  statement  of 
the  review. 

2)  However,  if  an  applicant  proposes  that  there  is  justification  for 
conducting  a study  where  there  will  be  limited  minority 
participation  or  inclusion  of  only  one  racial/ethnic  group,  a 
strong  scientific  rationale  or  other  well - supported  justification 
must  be  provided.  The  IRG/TEG  will  be  instructed  to  evaluate  the 
merit  of  such  justifications . Appropriate  justification  will  not 
adversely  affect  the  assigned  score.  The  ADAMHA/NIH  will  not 
fund/award  such  appl icat ions  unless  the  justification  is 
compelling . 

3 ) For  grant  and  cooperative  agreement  appl icat ions , if  there  is 
inadequate  information  on  the  study  population  to  allow  evaluation 
of  the  scientific  question(s),  the  review  will  be  deferred  or  the 
application  returned . 

It  is  important  to  note  that  the  ADAMHA/NIH  funding  components  will  not 
fund/award  grants , cooperative  agreement , or  contracts  that  do  not  comply  with 
this  policy. 


REMINDER:  REQUIREMENT  FOR  PROGRAMS  ON  THE  RESPONSIBLE  CONDUCT  OF 

RESEARCH  IN  NATIONAL  RESEARCH  SERVICE  AWARD  INSTITUTIONAL  TRAINING  PROGRAMS 

P.T.  44;  K.W.  1014004,  1014006 

National  Institutes  of  Health 

Alcohol , Drug  Abuse , and  Mental  Health  Administration 

As  stated  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol.  18,  No.  45,  December 
22,  1989,  administrative  guidelines  for  the  National  Research  Service  Award 
(NRSA)  inst itut ional  training  grant  applications  submitted  to  the  National 
Institutes  of  Health  (NIH)  and  Alcohol,  Drug  Abuse,  and  Mental  Health 
Administration  (ADAMHA)  have  been  revised  "to  require  that  a program  in  the 
principles  of  scientific  integrity  be  an  integral  part  of  the  proposed 
research  training  effort" . This  requirement  appl ies  to  all  competing  training 
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grant  applications  received  after  July  1,  1990.  The  principal  goal  of  the 
NRSA  grant  mechanisms  is  to  train  scientists  for  future  careers  in  biomedical 
and  behavioral  research.  An  important  factor  in  biomedical  and  behavioral 
research  is  the  need  to  maintain  the  highest  levels  of  integrity  in  the 
conduct  of  research.  The  research  training  environment  in  the  university 
setting  provides  a powerful  context  in  which  to  promote  responsible  research 
practices . 

NIH  and  ADAMHA  recognize  that  the  scientific  community  is  at  an  early  stage  of 
developing  information  and  methods  that  pertain  specifically  to  training  in 
research  ethics  for  trainees.  Not  all  methods  will  work  in  all  training 
situations  given  the  heterogeneity  among  disciplines  and  professions.  There 
are  many  models  and  paradigms.  Appreciation  of  the  heterogeneity  among 
the  biomedical  and  behavioral  research  components  within  the  institutions 
calls  for  flexibility  in  approaches  to  effective  education  and  training 
models . 

Institutions  must  accept  primary  responsibility  and  be  allowed  to  develop 
their  own  ways  of  promoting  responsible  conduct  of  research  in  conjunction 
with  their  training  programs.  Scientific  and  administrative  leaders  of  the 
university  or  from  outside  (as  consultants  or  speakers)  could  be  a visible 
part  of  this  effort.  Applicants  are  urged  to  discuss  the  development  of 
methods  on  this  important  topic  with  their  colleagues  and  also  look  to  the 
professional  associations  for  guidance  as  well  as  discussions  with  NIH  and 
ADAMHA  staff. 

An  array  of  methods  might  be  used  at  various  training  levels.  It  was  stated 
in  the  NIH  Guide  for  Grants  and  Contracts,  December  22,  1989  notice: 

"Most  universities  and  academic  institutions  have  practices  and  procedures  to 
ensure  the  responsible  conduct  of  research.  These  may  include  informal 
seminars  and  presentations  on  conflict  of  interest,  data  recording  and 
retention,  professional  standards  and  codes  of  conduct,  responsible 
authorship,  institutional  policies  and  procedures  for  handling  allegations  of 
misconduct,  policies  regarding  the  use  of  human  and  animal  subjects,  etc.  or 
formal  courses  on  bioethics,  research  conduct,  the  ideals  of  science,  etc." 

For  the  first  18  months  of  implementation  of  this  requirement,  it  is  expected 
that  institutions  will  be  given  considerable  flexibility  in  order  to  encourage 
innovation  in  the  development  of  methods  for  providing  training  in  scientific 
integrity.  However,  descriptions  of  formal  or  informal  activities  related  to 
incorporation  of  efforts  relevant  to  the  responsible  conduct  of  research 
(i.e.,  "the  plan")  should  be  explicit  as  possible  (e.g.,  topics  to  be  covered; 
faculty  that  may  be  involved;  format;  schedule,  etc.).  No  application  will  be 
awarded  until  a description  of  the  institution's  plan  to  provide  instruction 
on  ethics  in  research  and  research  training  is  furnished. 


NATIONAL  WORKSHOPS  ON  THE  PROTECTION  OF  HUMAN  SUBJECTS 

P.T.  92;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration 
(FDA)  are  sponsoring  a series  of  workshops  on  the  responsibilities  of 
researchers.  Institutional  Review  Boards  (IRBs),  and  institutional  officials 
for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to 
everyone  with  an  interest  in  research  involving  human  subjects.  The  meetings 
may  be  of  special  interest  to  those  persons  currently  serving,  or  about  to 
begin  serving,  as  a member  of  an  IRB . Issues  discussed  at  these  workshops  are 
relevant  to  all  other  Public  Health  Service  agencies.  The  current  schedule 
includes  the  following: 

NORTH  MIDWESTERN  WORKSHOP 

DATES:  October  17  and  18,  1991 

WORKSHOP  SITE:  Detroit,  MI 

SPONSORS: 

Children's  Hospital  of  Michigan 
3901  Beaubien  Blvd. 

Detroit,  MI  98201 
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Wayne  State  University 
4237  Scott  Hall 
Detroit,  MI  48201 

REGISTRATION  CONTACT: 

Mr.  Jerome  Wilczynski 
Vice  President  for  Operations 
Children's  Hospital  of  Michigan 
3901  Beaubien  Blvd. 

Detroit,  MI  48201 
Telephone:  (313)  745-5450 

TOPIC:  The  Vulnerable  Patient  As  A Research  Subject 

WEST  COAST  WORKSHOP 

DATES:  December  5 and  6,  1991 

WORKSHOP  SITE:  Los  Angeles,  CA 

SPONSORS: 

University  of  Southern  California 
Los  Angeles,  CA  90089-4014 

California  State  University  - Los  Angeles 
5151  State  University  Drive 
Los  Angeles,  CA  90032-8202 

REGISTRATION  CONTACT: 

Ms . Lily  Patterson 

Assistant  to  the  Director 

Research  and  Sponsored  Programs 

California  State  University  - Los  Angeles 

5151  State  University  Drive 

Los  Angeles,  CA  90032-8202 

Telephone:  (213)  343-3820 

TOPIC:  Protection  of  Human  Subjects 

SOUTH  MIDWESTERN  WORKSHOP 

DATES:  February  20  and  21,  1992 

WORKSHOP  SITE:  San  Antonio,  TX 

SPONSORS: 

University  of  Texas  Health  Science  Center  at  San  Antonio 

7703  Floyd  Curl  Drive 

San  Antonio,  TX  78284-7972 

St.  Mary's  University 

One  Camino  Santa  Maria 

San  Antonio,  TX  78228-8572 

REGISTRATION  CONTACT: 

Ms.  Angie  Khan 

Institutional  Coordinator  of  Research  Review 
University  of  Texas  Health  Science  Center  at  San  Antonio 
7703  Floyd  Curl  Drive  (Room  402L) 

San  Antonio,  TX  78284-7972 
Telephone:  (512)  567-2351 

TOPIC:  Protection  of  Human  Subjects 

NORTHEASTERN  WORKSHOP 

DATES:  April  27  and  28,  1992 

WORKSHOP  SITE:  Philadelphia,  PA 

SPONSORS: 

University  of  Pennsylvania 
133  South  36th  Street 
Suite  300 

Philadelphia,  PA  19104-3246 

Lincoln  University 

Lincoln  University,  PA  1 9352 
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REGISTRATION  CONTACT: 

Ms . Lynn  Bevan 

Assistant  Director 

Office  of  Research  Administration 

University  of  Pennsylvania 

133  South  36th  Street 

Suite  300 

Philadelphia,  PA  19104-3246 
Telephone:  (215)  898-2614 

TOPIC:  Protection  of  Human  Subjects 

For  further  information  regarding  these  workshops  or  future  NIH/FDA  National 
Workshops  on  the  Protection  of  Human  Subjects,  please  contact: 

Ms.  Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

Building  31 , Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs ) 


DEVELOPMENT  AND  PRODUCTION  OF  PARENTERAL  DOSAGE  FORMS  FOR  CLINICAL  STUDIES 

RFP  AVAILABLE:  NCI-CM-27724-71 

P.T.  34;  K.W.  0740021,  0715008,  0715035 

National  Cancer  Institute 

The  primary  objective  of  this  project  is  to  develop  and  produce 
pharmaceutically  acceptable  parenteral  dosage  forms  of  promising  new  agents 
with  activity  against  cancer  or  the  HIV  virus.  Certain  agents  selected  by  the 
National  Cancer  Institute  (NCI),  Division  of  Cancer  Treatment,  Cancer  and  AIDS 
operating  committees  will  be  assigned  for  development  and  production  as 
parenteral  products  (primarily  sterile  freeze  dried  products).  Batch  sizes 
will  range  from  small  developmental  batches  (less  than  100)  to  intermediate 
size  batches  to  be  used  in  Phase  I and  II  trials;  however,  escalation  to  large 
batch  size  (10-30,000  or  more)  for  Phase  III/IV  trials  and  Group  C 
distribution  is  possible.  It  is  estimated  that  the  successful  offerors  must 
be  prepared  to  supply  more  than  five-hundred  thousand  parenteral  dosage  units 
each  year.  The  capability  to  develop  and  manufacture  other  pharmaceutical 
dosage  form  (e.g.,  large  volume  parenterals,  sterile  emulsions,  sterile 
micro-dispersions)  is  desirable  but  not  essential.  Data  obtained  from  the 
contract  will:  (1)  be  used  to  support  IND  applications  submitted  by  the  NCI 
to  the  U.S.  Food  and  Drug  Administration;  (2)  be  provided  to  other  NCI 
contractors  engaged  in  manufacture  and  analytical  evaluation  of  these  dosage 
forms;  and  (3)  be  provided  to  physicians,  pharmacists,  nurses,  and  other 
medical  personnel  handling  these  products  in  a clinical  setting.  It  is 
anticipated  that  an  incrementally  funded,  cost-plus- fixed- fee  type  contract 
will  be  awarded  for  a period  of  five  years  beginning  on  or  about  March  15, 
1992. 

RFP  NCI-CM27724-71  will  be  available  upon  request  on  or  about  September  3, 
1991.  Proposals  will  be  due  approximately  45  days  thereafter. 

To  obtain  a copy  of  this  RFP,  send  a stamped,  self-addressed  envelope  to: 

Mr.  Joseph  E.  Bowe 
Contract  Specialist 
National  Cancer  Institute 
6120  Executive  Boulevard 
Room  603 

Rockville,  MD  20904 
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DEVELOPMENT  AND  IMPLEMENTATION  OF  A PLAN  TO  ASSESS  THE  NEURODEVELOPMENT  OF 

INFANTS  AND  CHILDREN  EXPOSED  TO  DRUGS  IN  UTERO 


RFP  AVAILABLE:  NICHD-CRMC-92-01 

P.T.  3-4 ; K.W.  0715006,  0740025,  0775000 

National  Institute  of  Child  Health  and  Human  Development 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  is 
seeking  a contractor  to  select  and  implement  a battery  of  assessment 
techniques  to  describe  the  neurodevelopmental  outcome  of  children  at  risk  for 
abnormal  outcome  as  a result  of  exposure  to  substances  of  abuse  in  utero . 

These  instruments  will  be  selected  on  the  basis  of  their  ability  to  describe 
anticipated  developmental  deficits . The  specific  objectives  of  this  project 
will  be:  (1)  select  a battery  of  neurodevelopmental  assessment  techniques 
appropriate  for  administration  between  birth  and  five  years  of  age  that  will 
identify  and  characterize  the  social/emotional,  cognitive,  language,  learning, 
and  neurologic  and  physiologic  functions  associated  with  prenatal  drug 
exposure;  (2)  Provide  techniques  that  will  be  equally  appropriate,  regardless 
of  gestational  age  at  birth  (i.e.,  term  or  preterm)  or  birth  weight;  (3) 
develop  and  implement  a plan  to  examine  the  reliability  and  validity  of  the 
assessment  techniques  for  the  study  population,  controlling  for  confounding 
variables;  (4)  train  infant  follow-up  clinic  personnel  in  selected  NICHD 
Neonatal  Research  Network  clinical  centers  in  the  administration,  scoring,  and 
interpretation  of  these  instruments;  and  (5)  provide  collaboration  in  the 
statistical  analysis  and  interpretation  of  the  resulting  data. 

The  Request  for  Proposals  (RFP)  NICHD-CRMC-92-01  will  be  issued  on  or  about 
August  26,  1991,  and  the  responses  are  due  by  4:00  p.m.  on  October  20,  1991. 
Those  organizations  desiring  a copy  of  this  RFP  may  send  their  written 
requests  to  Ms.  Mya  Hlaing  at  the  address  listed  below.  All  requests  must 
cite  the  RFP  number  and  include  two  self-addressed  mailing  labels . Send 
requests  to: 

Mrs.  Mya  Nwe  Hlaing 
Contracting  Officer 
Contracts  Management  Branch,  OGC 

National  Institute  of  Child  Health  and  Human  Development 
EPN  Bldg. , Room  515 
9000  Rockville  Pike 
Bethesda,  MD  20892 

This  announcement  does  not  commit  the  Government  to  award  a contract . 


FAMILY  AND  GENETIC  STUDIES  OF  CARDIOVASCULAR  DISEASE  - COORDINATING  CENTER 

RFP  AVAILABLE:  NHLBI-HC-91 -07 

P.T.  34;  K.W.  0715040,  1002019,  0755018 

National  Heart , Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  requires  a coordinating 
center  for  a family  and  genetic  study  of  cardiovascular  disease  (CVD)  on  6,000 
participants.  The  primary  objective  of  the  coordinating  center  is  to  provide 
research  and  development  capabilities  for  the  design  and  coordination  of  this 
long-term,  multicenter  study  to  identify  and  evaluate  genetic  and  non-genetic 
determinants  of  familial  aggregation  of  CVD  and  risk  factors.  The  period  of 
performance  is  anticipated  for  four  years  beginning  January  1992. 

This  is  a notice  of  the  availability  of  a Request  for  Proposals  (RFP) . RFP 
NHLBI-HC-91 -07  will  be  available  on  or  about  August  27,  1991,  and  proposals 
are  due  September  27,  1991.  One  award  is  anticipated  by  the  Government. 
Offerors  other  than  U.S.  organizations  will  not  be  considered.  Written 
requests  for  the  RFP  must  include  three  mailing  labels,  self  addressed,  and 
must  cite  RFP  NHLBI-HC-91 -07 . 

Send  requests  for  copies  of  the  RFP  to : 

Ms.  Lisa  O'Neill 
Contract  Specialist 
ECA  Contract  Section 

National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  200 
Bethesda,  MD  20892 
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GROUP  B STREPTOCOCCAL  VACCINE  DEVELOPMENT 


SOURCES  SOUGHT 

P.T.  34 ; K.W.  0740075,  0715125 

National  Institutes  of  Allergy  and  Infectious  Diseases 

The  Respiratory  Diseases  Branch  of  the  Division  of  Microbiology  and  Infectious 
Diseases,  National  Institute  of  Allergy  and  Infectious  Dieases  (NIAID),  is 
interested  in  the  prevention  of  neonatal  and  obstetrical  Group  B streptococcal 
(GBS)  sepsis  by  maternal  immunization.  Studies  have  shown  that  vaccination  of 
pregnant  women  with  Type  III  GBS  polysaccharide  results  in  placental  transfer 
of  antibody  to  the  infants  of  women  who  respond  to  the  immunogenic ity  of  the 
polysaccharide  vaccine.  For  other  polysaccharides  (e.g.,  Haemophilus 
influenzae),  conjugation  to  a protein  carrier  has  greatly  enhanced 
immunogenicity . The  NIAID  is  seeking  a contractor  with  the  ability  to:  Cl) 
develop  and  prepare  a GBS  polysaccharide-protein  conjugate  vaccine  containing 
four  clinically  relevant  serotypes  (la,  lb,  II,  and  III);  (2)  demonstrate  the 
safety  and  immunogenicity  of  this  vaccine  in  an  animal  mode;  and  (3)  prepare, 
package,  and  safety-test  lots  of  the  candidate  vaccine  for  delivery  to  the 
NIAID  for  future  Phase  I and  II  clinical  trials.  The  contractor  is  expected 
to  provide  all  data  necessary  for  filing  an  Investigational  New  Drug 
Application  (IND)  for  the  Phase  I and  II  clinical  trials  to  be  conducted  under 
NIAID  auspices. 

It  is  desirable  for  the  contractor's  facility  to  be  maintained  in  accordance 
with  the  Food  and  Drug  Administration  prescribed  Current  Good  Manu  and 
Laboratory  Practices.  It  is  anticipated  that  NIAID  may  award  a contract  for 
these  services  in  the  1992  fiscal  year.  A three-  to  five-year  period  of 
performance  is  anticipated. 

Interested  parties  may  submit  a capability  statement  that  describes  their 
technical  expertise  and  facilities  to  provide  the  above  services.  Capability 
statements  should  be  sent  to  the  below  address  (original  plus  three  copies). 

No  additional  information  is  available  at  this  time.  If  the  NIAID  proceeds 
with  this  requirement,  a competitive  solicitation  will  be  issued. 

Capability  statements  that  are  clearly  identified  as  such  are  due  by  4:30  p.m. 
on  September  13,  1991,  to: 

Thomas  C.  Porter 
Contracting  Officer 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Control  Data  Building,  Room  326P 
6003  Executive  Blvd. 

Bethesda,  MD  20892 


HYPERIMMUNE  GLOBULIN  ADJUNCTIVE  THERAPY 

SOURCES  SOUGHT 

P.T.  34;  K.W.  0745045 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Respiratory  Diseases  Branch  of  the  Division  of  Microbiology  and  Infectious 
Diseases,  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  is 
interested  in  hyperimmune  globulin  adjunctive  therapy  for  the  prevention  or 
treatment  of  neonatal  group  B streptococcal  (GBS)  disease.  Despite  antibiotic 
therapy,  morbidity  and  mortality  rates  due  to  GBS  disease  in  newborns  remain 
high,  and  passive  immunization  with  GBD-directed  IgG  warrants  investigation. 
The  NIAID  is  seeking  one  or  two  contractors  capable  of  performing  the 
following : 

(A)  Preparing  immune  globulin  directed  against  serotypes  la,  lb,  II,  and  III 
GBS  with  high  functional  antibody  activity  against  multiple  strains  of  each 
type.  Strategies  that  would  produce  single  or  multiple  lots  of  hyperimmune 
globulin  demonstrating  high  anti-GBS  functional  activity  and  the  potential  for 
limited  volume  administration  are  desirable.  The  contractor  must  prepare  the 
hyperimmune  globulin  in  sufficient  quantity  to  undertake  antibody 
measurements,  opsonophagocyt ic  assays,  and  neonatal  animal  model  studies  to 
demonstrate  protection.  The  contractor  is  expected  to  provide  all  data 
necessary  for  filing  an  Investigational  New  Drug  Application  (IND)  for  Phase 
I/II  clinical  trials  to  be  conducted  under  NIAID  auspices.  The  ultimate  goal 
of  this  contract  is  a source  and  supply  of  GBS  hyperimmune  globulin  with  high 
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functional  activity  and  minimal  lot-to-lot  variability.  It  shall  be  necessary 
for  the  contractor's  facility  to  be  maintained  in  accordance  with  the  Food  and 
Drug  Administration  prescribed  Current  Good  Manufacturing  and  Labor  Practices. 
It  is  anticipated  that  NIAID  may  award  a contract  for  these  services  in  the 
1992  fiscal  year.  A two-year  period  of  performance  is  anticipated. 

(B)  Undertaking  Phase  I/II  clinical  trials  in  neonates.  The  contractor  must 
have  the  above  capability  and  expertise  must  provide  capacity,  capability,  and 
expertise  to  undertake  such  a clinical  trial , and  have  access  to  sufficient 
numbers  of  neonates  with  GBS  infection  or  potential  for  infection. 

It  is  anticipated  that  the  NIAID  may  award  a contract  for  these  services  in 
the  1992  fiscal  year.  A three-  to  four-year  period  of  performance  is 
anticipated . 

Interested  parties  may  submit  a capability  statement  that  describes:  CA)  the 
expertise  and  facilities  to  prepare  the  described  hyperimmune  globulin;  AND/OR 
(B ) the  capacity  and  capability  of  undertaking  the  Phase  I/II  cl inical  trials . 
Capablity  statements  must  be  sent  to  the  below  address  (original  plus  three 
copies).  No  additional  information  is  available  at  this  time.  If  the  NIAID 
proceeds  with  this  requirement,  a competitive  solicitation  will  be  issued. 

Capability  statements  that  are  clearly  identified  as  such  are  due  by  4:30  p.m. 
on  September  13,  1991,  to: 

Thomas  C.  Porter 
Contracting  Officer 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Control  Data  Building , Room  326P 
6003  Executive  Blvd. 

Bethesda,  MD  20892 


CANCER  CENTER  OUTREACH  EDUCATION  PROGRAMS 

RFA  AVAILABLE:  CA-91-23 
P.T.  34;  K.W.  0715035,  0403004 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date : November  1 , 1991 
Application  Receipt  Date:  December  6,  1991 

PURPOSE 

The  purpose  of  this  Request  for  Applications  (RFA)  is  to  invite  grant 
applications  for  the  support  of  community  outreach  education  programs  from 
recipients  of  National  Cancer  Institute  (NCI ) Center  Core  Grants  ( P30 ) . It  is 
anticipated  that  these  education  programs  will  result  in  increased  community 
efforts  related  to  cancer  prevention , to  expansion  of  programs  for  screening, 
to  earl ier  detection  of  cancer , and  to  the  systematic  appl icat ion  of  the  best 
available  methods  for  the  treatment  and  care  of  cancer  patients.  The 
underserved,  elderly,  and  minority  populations  must  receive  high  priority  in 
carrying  out  these  objectives. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  Cancer  Center  Outreach 
Education  Programs,  is  related  to  the  priority  area  of  health  promotion: 
educational  and  community -based  programs . Potential  applicants  may  obtain  a 
copy  of  "Healthy  People  2000"  ( Full  Report : Stock  No . 017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents , Government  Printing  Office , Washington , D.C. 
20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Only  organizations  that  have  a currently  active  Cancer  Center  Support  Grant 
(P30)  are  eligible  to  apply  for  this  grant  since  its  primary  purpose  is  to 
encourage  Cancer  Centers  to  expand  their  role  in  technology  transfer  by 
providing  state-of-the-art  information  about  cancer  prevention,  detection, 
diagnosis , and  treatment  to  community  professionals  and  relevant  community 
organizations . 


NIH  GUIDE  - Vol . 20,  No.  32,  August  23,  1991  - Page  9 


MECHANISM  OF  SUPPORT 


Support  of  this  program  will  be  through  the  National  Cancer  Institute  Cancer 
Education  Grant  mechanism  (R25).  Applicants  will  be  responsible  for  the 
planning,  direction,  and  execution  of  the  proposed  project.  Except  as 
otherwise  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants 
policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement,  DHHS 
Publication  No.  (OASH)  90-50,000,  revised  October  1,  1990. 

This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited 
competitive  continuation  applications  will  compete  with  all 

investigator- initiated  applications.  Should  the  NCI,  however,  determine  that 
there  is  a sufficient  continuing  program  need,  a request  for  competitive 
continuation  and/or  new  applications  will  be  announced. 

FUNDS  AVAILABLE 

For  FY  1992,  $1.0  million  in  total  costs  per  year  for  three  years  will  be 
committed  to  fund  applications  submitted  in  response  to  this  RFA.  Awards  will 
be  limited  to  a maximum  of  $100,000  in  direct  costs  plus  eight  percent 
indirect  costs,  and  only  one  award  will  be  made  to  a given  Cancer  Center.  It 
is  anticipated  that  ten  to  15  awards  will  be  made.  This  funding  level  is 
dependent  upon  the  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit.  The  total  project  period  for  applications  submitted  in 
response  to  the  present  RFA  may  not  exceed  three  years.  Although  this  program 
is  provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  grants 
pursuant  to  this  RFA  is  contingent  upon  the  availability  of  funds  for  this 
purpose.  The  earliest  award  date  will  be  July  1,  1992. 

PROJECT  DESCRIPTION 

This  RFA  is  to  provide  funding,  on  a competitive  basis,  for  the  development 
and  implementation  of  cancer  education  outreach  programs  by  Cancer  Centers 
that  have  been  awarded  a P30  grant  by  the  NCI . A number  of  reports  have 
indicated  that  if  state-of-the-art  approaches  to  the  prevention,  detection, 
diagnosis,  treatment,  and  care  of  cancer  patients  used  at  major  cancer  centers 
were  widely  implemented  at  the  local  community  level,  there  would  be  a 
significant  reduction  in  cancer  incidence,  morbidity,  and  mortality.  A key 
step  in  the  dissemination  of  this  knowledge  is  the  establishment  of 
educational  programs  that  will  transmit  state-of-the-art  cancer  information  to 
community  health  professionals  who  are  primarily  responsible  for  providing  the 
majority  of  cancer  care.  These  educational  programs  must  also  include 
community  leaders  (e.g.,  those  affiliated  with  civic,  religious,  and 
occupational  organizations)  who  are  concerned  about  improving  the  prevention, 
detection,  diagnosis,  and  treatment  of  cancer.  These  individuals  can  access 
and  influence  the  behavior  of  large  segments  of  the  population. 

The  NCI -designated  Cancer  Centers  are  a logical  location  for  these  outreach 
education  programs  since  an  essential  programmatic  element  of  the  Cancer 
Centers  is  their  role  as  a focal  point  for  clinical  and  research  training  and 
for  continuing  education  programs  designed  for  local  and  regional  health  care 
professionals . 

These  education  programs  must  provide  state-of-the-art  knowledge  related  to 
the  prevention,  screening,  detection,  diagnosis,  and  treatment  of  cancer  to 
local  and  regional  health  care  professionals,  community  leaders,  and  staff  of 
relevant  community  organizations.  Topics  must  be  selected  on  the  basis  of 
their  relevance  to  the  day-to-day  activities  and  problems  of  the  community 
health  care  professionals  and  to  the  welfare  of  cancer  patients  and  their 
f amil ies . 

These  outreach  programs  are  intended  to  be  of  particular  benefit  to 
underserved  communities  and  to  groups  with  disproportionate  cancer  incidence 
and  death  rates  (e.g.,  minorities,  people  over  age  65).  High  priority  local 
and  regional  needs  for  specific  types  of  cancer  education  programs  must  be 
addressed  by  the  proposed  programs  and  described  in  the  application. 

The  type  of  programs,  their  subject  content  and  duration  will  depend  upon 
local  priorities,  the  availability  of  appropriate  resources,  and  the  nature  of 
the  target  professional  and  lay  populations  to  be  addressed. 

SPECIAL  REQUIREMENTS 

The  application  must  describe  examples  of  specific  topics  and  approaches  that 
might  be  included  in  the  cancer  education  programs  if  an  award  were  to  be 
made.  Emphasis  must  be  given  to  outreach  education  topics  that  would  have  the 
greatest  impact  on  reducing  cancer  incidence  and  mortality  and  on  improving 
the  quality  of  life  for  cancer  patients  in  general. 
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An  area  of  special  interest  to  NCI , for  example , would  be  educational  programs 
designed  to  improve  the  quality  of  mammography  and  the  accuracy  of  its 
interpretation.  Other  high  priority  topics  include:  improved  procedures  for 
prevention,  detection,  diagnosis , and  treatment  of  cancer  among  elderly, 
ethnic,  minority,  low  socioeconomic,  and  other  underserved  populations  that 
have  an  elevated  incidence  of  cancer. 

The  application  must  include  a detailed  budget  describing  and  justifying  each 
category  of  costs  requested,  and  it  must  indicate  the  nature  and  extent  of  any 
institutional  contribution  to  the  activities  supported  by  a grant  awarded  as  a 
result  of  this  RFA. 

APPLICATION  PROCEDURES 

The  most  recent  revision  of  the  research  grant  application  form  PHS  398  (rev. 
10/88)  must  be  used  in  applying  for  these  Cancer  Education  (R25)  awards. 

These  forms  are  available  at  most  institutional  business  offices  and  from  the 
Office  of  Grants  Inquiries , Division  of  Research  Grants , National  Institutes 
of  Health,  Room  999,  Westwood  Building,  5333  Westbard  Avenue,  Bethesda,  MD 
20892,  telephone  (301)  996-7991. 

Applications  must  be  received  by  December  6.  The  full  RFA  contains  the 
complete  procedures  that  must  be  used  by  applicants  and  may  be  obtained  from 
Dr.  Adams  (see  INQUIRIES  below). 

LETTER  OF  INTENT 

Although  not  required,  a letter  of  intent  is  requested  by  by  November  1,  1991. 
It  may  only  include  a descriptive  title  of  the  proposed  educational  program, 
the  name  and  address  of  the  Principal  Investigator,  names  of  other  key 
personnel,  participating  institutions,  and  number  and  title  of  the  RFA.  The 
letter  of  intent  is  to  be  sent  to  Dr.  Adams  (see  INQUIRIES  below). 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged  and  are  to 
be  directed  to  Dr.  Robert  Adams  at  the  above  address.  The  opportunity  to 
clarify  any  issues  or  questions  from  potential  applicants  is  welcome.  The 
program  official  will  be  pleased  to  mail  the  complete  RFA  to  all  who  request 
it . 

Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  Robert  C.  Adams 
Cancer  Training  Branch 
National  Cancer  Institute 
Executive  Plaza  North,  Room  232 
Bethesda,  MD  20892 
Telephone:  (301 ) -996-8580 

FAX:  (301 )-902-0181 

Direct  inquiries  regarding  grants  management  issues  to: 

Mr . Robert  Hawkins 
Grants  Administration  Branch 
National  Cancer  Institute 
Execut ive  Plaza  South,  Room  292 
Bethesda,  MD  20892 

Telephone:  ( 301 ) -996-7800 , extension  13 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 

93 . 398 , Cancer  Research  Manpower . Awards  are  under  authorization  of  the 
Public  Health  Service  Act , Title  IV,  Part  A ( Public  Law  78-910,  as  amended  by 
Public  Law  99-158,  92  USC  291  and  285)  and  administered  under  PHS  grants 
policies  and  Federal  Regulations  92  CFR  52  and  95  CFR  Part  79.  This  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 
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IMMUNOLOGIC  RECOGNITION  AND  CONTROL  OF  TUMORS:  A BASIS  FOR  CANCER  VACCINES 


RFA  AVAILABLE:  CA-91-26 

P.T.  34;  K.W.  0715035,  0710070,  0740075 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  November  1,  1991 
Application  Receipt  Date:  December  6,  1991 

INTRODUCTION 

The  Cancer  Immunology  Branch  of  the  Division  of  Cancer  Biology,  Diagnosis,  and 
Centers  (DCBDC)  of  the  National  Cancer  Institute  (NCI)  invites  applications 
for  grants  to  improve  the  understanding  of  the  immunologic  recognition  and 
control  of  tumors.  The  intent  of  this  initiative  is  to  accelerate  the 
application  of  emerging  immunologic  concepts  of  antigen  recognition  and 
cellular  effector  mechanisms  to  the  special  problems  of  cancer,  with  the 
long-range  goal  of  developing  a sufficient  understanding  of  cancer  immunology 
to  permit  rational  development  of  effective  vaccine  strategies  for  the  primary 
or  secondary  prevention  of  cancer. 

The  present  Request  for  Applications  (RFA)  announcement  is  for  a single 
solicita  specified  deadline  for  receipt  of  applications  (see  above).  A 
maximum  of  eleven  awards  will  be  made  if  meritorious  applications  are  received 
and  funds  are  available. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  Immunologic  Recognition  and 
Control  of  Tumors:  A Basis  for  Cancer  Vaccines,  is  related  to  the  priority 
area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (full  report:  Stock  No.  017-001-00474-0;  summary  report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  D.C.  20402-9325  (telephone:  202-783-3238) 

RESEARCH  GOALS  AND  SCOPE 

The  goal  of  this  initiative  is  to  encourage  basic  immunologic  studies  that  can 
serve  as  a basis  for  the  rational  design  of  vaccine  approaches  to  cancer 
prevention  and  treatment.  There  are  many  unanswered  questions  regarding  the 
immune  response  to  tumors.  They  may  be  summarized  as:  (1)  What  antigens  on 

tumors  can  be  recognized  by  T lymphocytes  in  a manner  that  can  lead  to  an 
effective  antitumor  response;  (2)  How  can  tumor  recognition  by  cells  of  the 
immune  system  be  improved;  (3)  When  recognition  occurs,  how  can  the 
consequences  of  recognition  be  amplified  and  channeled  into  a pathway  that 
will  lead  to  eradication  of  the  tumor;  (4)  How  can  immunoregulatory  deterrents 
to  a successful  antitumor  response  (e.g.,  tolerance,  suppression,  inadequate 
local  supply  of  regulatory  cytokines)  be  overcome.  An  approach  that  has  the 
potential  to  shed  light  on  one  or  more  of  these  questions  will  be  considered 
responsive  to  this  initiative.  The  focus  of  this  initiative  is  on 
cell-mediated  immunity  and  not  on  antibody  responses.  Applications  that  are 
limited  the  definition  of  new  tumor-associated  antigens  by  monoclonal 
antibodies  or  for  the  development  of  antitumor  responses  measured  only  by 
antibody  production  will  be  excluded  from  review  and  will  be  returned  to  the 
applicant . 

Because  the  ultimate  goal  is  to  improve  the  immune  response  in  human  cancer, 
applicants  are  strongly  encouraged  to  consider  the  relevance  to  human  cancer 
of  the  tumor  system  proposed  in  the  experimental  plan.  Long-established, 
highly  immunogenic,  transplantable  murine  tumor  cell  lines  may  not  be 
appropriate  models  for  certain  kinds  of  studies  because  such  cell  lines  have 
many  features  that  distinguish  them  from  primary  human  tumor  cells.  However 
their  use  will  not  be  considered  a sign  of  nonresponsiveness,  per  se,  if 
applicants  using  these  systems  justify  their  use  and  include  plans  to  test 
their  conclusions  in  more  relevant  systems.  Any  combination  of  in  vivo  and  in 
vitro  experiments  is  acceptable,  but  applicants  pursuing  in  vitro  observations 
are  encouraged  to  proceed,  whenever  possible,  to  in  vivo  application  of 
principles  under  study  at  some  point  during  the  term  of  the  project.  Studies 
may  be  proposed  using  either  human  or  animal  tumors.  Although  the  development 
of  new  knowledge  that  will  permit  better  approaches  to  vaccine  development  is 
the  ultimate  goal  of  this  initiative,  immediate  clinical  applicability  is  not 
required  and  large-scale  clinical  trials  of  approaches  developed  are  beyond 
the  scope  of  the  RFA. 
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SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL 
RESEARCH  STUDIES 


For  projects  involving  clinical  research , NIH  requires  appl icants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  cl inical  studies , a specific  just if icat ion  for  this  exclusion  must  be 
provided.  Applications  without  such  documentation  will  not  be  accepted  for 
review . 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health 
(NIH)  grant-in-aid  (R01).  Applicants  will  be  responsible  for  the  planning, 
direction , and  execution  of  the  proposed  project . Except  as  otherwise  stated 
in  this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in 
the  Public  Health  Service  Grants  Policy  Statement  DHHS  Publication  No . (OASH) 
90-50,000,  revised  October  1,  1990. 

This  RFA  is  a one-time  solicitation . Generally,  future  unsolicited 
competitive  continuation  appl icat ions  will  compete  with  all 
invest igator- initiated  applications  and  be  reviewed  by  the  Division  of 
Research  Grants  (DRG) . However , should  the  NCI  determine  that  there  is  a 
sufficient  continuing  program  need , a request  for  competitive  continuation 
applications  will  be  announced.  In  that  event,  only  recipients  of  awards 
under  this  RFA  will  be  eligible  to  apply. 

Approximately  $2,000,000  in  total  costs  per  year  for  five  years  will  be 
committed  to  fund  applications  submitted  in  response  to  this  RFA.  It  is 
anticipated  that  nine  to  11  awards  will  be  made.  This  funding  level  is 
dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit.  The  total  project  period  for  applications  submitted  in 
response  to  the  present  RFA  may  not  exceed  five  years . The  earliest  feasible 
start  date  for  the  initial  award  will  be  July  1,  1992.  Although  this  program 
is  provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  grants 
pursuant  to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for 
this  purpose. 

ELIGIBILITY  REQUIREMENTS 

Non-profit  and  for-profit , domestic  and  foreign,  organizat ions  and 
institutions  are  eligible  to  apply.  Application  from  minority  individuals  and 
women  are  encouraged . 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this 
RFA  and  inquiries  about  whether  or  not  specific  proposed  research  would  be 
responsive  are  encouraged  and  are  to  be  directed  to  Dr.  John  A.  Sogn  at  the 
following  address . The  Program  Director  welcomes  the  opportunity  to  clarify 
any  issues  or  questions  from  potential  applicants . To  request  the  full  RFA , 
contact : 

Dr.  John  A.  Sogn 
Acting  Chief 

Cancer  Immunology  Branch 
National  Cancer  Institute 
National  Institutes  of  Health 
Executive  Plaza  South,  Room  634 
6120  Executive  Boulevard 
Rockville,  MD  20892 
Telephone:  (301)  496-7815 

FAX:  (301)  402-1037 

Inquiries  concerning  fiscal  matters  are  to  be  directed  to : 

Robert  E . Hawkins 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South , Suite  243 

Rockville,  MD  20892 

Telephone:  (301)  496-7800,  ext.  13 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance 
No . 93 . 396 . Awards  are  made  under  authorization  of  the  Public  Health  Service 
Act  Title,  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42 
USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
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intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 


LEADERSHIP  AND  EXCELLENCE  IN  ALZHEIMER  * S DISEASE  AWARD 

RFA  AVAILABLE:  AG-91 -12 
P.T.  34;  K.W.  0715180 
National  Institute  on  Aging 

Application  Receipt  Date:  January  15,  1992 
PURPOSE 

The  U.S.  Congress,  through  section  445B  of  the  Public  Health  Service  (PHS)  Act 
as  amended  (42  U.S.C.  285e-3),  authorized  the  National  Institute  on  Aging 
(NIA)  to  make  one  or  more  awards  to  senior  researchers  who  have  made 
distinguished  achievements  in  Alzheimer's  disease  (AD)  and  related  dementias. 
The  objectives  of  this  program  are  to  help  strengthen  the  capabilities  of 
established  senior  investigators  who  have  distinguished  records  in  biomedical 
research  on  AD  by  providing  up  to  seven  years  of  support  to  allow  the 
recipients  the  time  to  devote  to  research  and  to  the  development  of 
outstanding  but  less  established  biomedical  investigators  who  are  interested 
in  working  on  AD  and  related  dementias. 

The  senior  scientist  is  to  be  the  focal  point  of  this  award.  That  individual 
is  to  provide  leadership  on  research  in  AD  and  related  dementias  of  aging. 

Relevant  activities  are  provision  of  encouragement  and  assistance  to  other 
faculty  members  so  that  they  may  integrate  issues  of  aging  and  AD  and  other 
related  dementias  into  their  research  and  teaching,  organization  and  conduct 
of  research,  development  of  courses  on  these  issues,  recruitment  and 
development  of  junior  investigators,  and  integration  of  AD-related  activities 
among  and  within  the  various  units  of  his  or  her  institution.  This  individual 
must  have  the  active  and  continuing  support  of  the  applicant  institution,  and 
the  institution  must  be  strongly  committed  to  the  objectives  of  this  program. 
Prospective  awardees  must  demonstrate  a strong  commitment  to  and  history  of 
research  on  AD  and  related  dementias  of  the  aged. 

It  is  hoped  that  this  award  will  stimulate  the  recipient  inst itution( s ) to 
develop  substantial  continued  support  such  as  endowed  chair(s)  for  AD  and 
related  dementias  of  aging  when  this  award  is  terminated.  Applications  must 
include  the  following  three  components: 

A.  Salary  support  for  the  applicant.  The  primary  intention  of  this  component 
is  to  provide  continued  and  stable  salary  support  for  the  duration  of  the 
award  thus  permitting  the  senior  investigator  time  to  devote  to  the  goals  of 
this  award  while  being  relieved  of  other  responsibilities. 

B.  Salary  support  for  at  least  one,  but  not  more  than  three,  junior 
researchers  who  demonstrate  exceptional  promise  to  conduct  research  in  the 
area  of  aging  and  AD  and  related  dementias.  The  primary  intention  of  this 
component  is  to  provide  continued  and  stable  salary  support  for  the  duration 
of  the  award  to  outstanding  and  promising  junior  investigators  who  would  have 
the  opportunity  to  develop  as  researchers  under  the  close  tutelage  of  the 
senior  awardee. 

C.  Research  Support.  The  primary  intention  of  this  component  is  to  support 
the  research  program(s)  of  the  senior  investigator  in  the  following  ways: 

o Expansion  of  the  scope  of  currently  funded  research  into  new  lines 
of  inquiry  through  novel  techniques  or  approaches  and  by  the 
addition  of  personnel. 

o Support  or  expansion  of  the  research  of  the  junior  invest igator( s ) 
for  up  to  three  years. 

o Support  of  innovative  or  opportunistic  research  on  aging  and  AD  and 
related  dementias  as  pilot  studies  of  no  more  than  two  years 
duration . 

ELIGIBILITY  REQUIREMENTS 

The  award  recognizes  the  distinguished  accompl ishment s of  a senior  researcher 
in  biomedical  research  in  areas  related  to  AD  and  related  dementias.  Although 
the  award  will  be  made  to  the  applicant  institution  in  the  name  of  the  senior 
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investigator,  it  may  not  be  transferred  to  another  investigator . Eligibility 
is  restricted  to  U.S.  institutions.  Only  one  application  per  institution  will 
be  accepted.  Applications  will  not  be  accepted  from  institutions  that  have 
received  a Leadership  and  Excellence  in  Alzheimer's  Disease  (LEAD)  award. 

MECHANISM  OF  SUPPORT 

This  Request  for  Applications  (RFA)  will  use  the  National  Institutes  of  Health 
g in-aid  mechanism  (R35).  Responsibility  for  the  planning,  direction,  and 
execution  of  the  proposed  project  will  be  solely  that  of  the  applicant. 

Except  as  stated  in  this  RFA,  awards  will  be  administered  under  PHS  Grants 
Policy  Statement,  DHHS  Publication  No . (OASH)  90-50 , 000 , revised  October  1, 
1990. 

REVIEW  PROCEDURES 

Applications  must  be  submitted  to  the  NIH  Division  of  Research  Grants  and  will 
be  assigned  to  the  NIA . Applications  will  be  assigned  to  a special  review 
committee  for  review.  Because  a site  visit  is  not  a prerequisite,  each 
application  must  be  thorough  and  complete  enough  to  stand  on  its  own.  The 
second  level  review  will  be  by  the  National  Advisory  Council  on  Aging. 

FUNDS  AVAILABLE 

No  more  than  $1,000,000  total  cost  per  year  for  seven  years  will  be  committed 
to  specifically  fund  each  award  made  in  response  to  this  RFA.  Up  to  three 
awards  may  be  granted.  This  level  of  support  is  dependent  on  the  receipt  of  a 
sufficient  number  of  applications  of  high  scientific  merit.  Although  this 
program  is  provided  for  in  the  financial  plans  of  the  NIA,  the  award  of  grants 
pursuant  to  this  RFA  is  also  contingent  upon  the  availability  of  funds  for 
this  purpose.  The  earliest  start  date  will  be  July  1,  1992. 

STUDY  POPULATIONS:  SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES 
IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give 
special  attention  to  the  inclusion  of  women  and  minorities  in  study 
populations . If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be 
provided . Applications  without  such  documentation  will  not  be  accepted  for 
review . 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  January  15,  1992,  for  earliest  starting  date 
of  July  1 , 1 992 . The  application  must  be  submitted  on  the  1 0/88  revision  of 
form  PHS  398.  Supplemental  information  regarding  the  RFA  and  application 
procedures  must  be  obtained  from  Dr.  Banner  of  NIA  program  staff . 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  Notice  of  Availabil ity  of  an 
RFA  encouraged..  The  opportunity  to  clarify  any  issues  and  to  provide  the  RFA 
to  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to : 

Carl  Banner,  Ph.D. 

Neuroscience  and  Neuropsychology  of  Aging  Program 

National  Institute  on  Aging 

National  Institutes  of  Health 

Building  31 , Room  5C35 

Bethesda,  MD  20892 

Telephone:  (301)  496-9350 

Direct  inquiries  regarding  fiscal  matters  to : 

Joseph  Ellis 

Grants  Management  Officer 
Office  of  Extramural  Affairs 
National  Institute  on  Aging 
National  Institutes  of  Health 
Building  31 , Room  5C07 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.866.  Awards  are  under  authorization  of  the  Public  Health  Service  Act, 
Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC 
241  and  285)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review. 


ANIMAL/CELLULAR  MODELS  FOR  STUDIES  OF  CYSTIC  FIBROSIS 

RFA  AVAILABLE:  HL-91-09-L 

P.T.  34;  K.W.  0715165,  0755020 

National  Heart,  Lung,  and  Blood  Institute 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  October  14,  1991 
Application  Receipt  Date:  December  30,  1991 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  and  National  Institute 
of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  announce  the 
availability  of  a Request  for  Applications  (RFA)  on  Animal/Cellular  Models  for 
Studies  of  Cystic  Fibrosis.  Th  this  initiative  is  to  develop  and  utilize 
models  of  cystic  fibrosis  (CF),  including  intact  animal  and/or  somatic 
cellular  models,  for  investigation  of  the  molecular  basis  of  the  disease  and 
the  development  and  testing  of  new  modes  of  treatment,  including  strategies 
for  somatic  gene  therapy.  The  major  goal  of  this  program  is  the  development 
of  animal  models  of  CF  that  exhibit  disease  analogous  to  the  human 
counterpart.  A second  goal  is  to  generate  somatic  cellular  models  of  CF, 
utilizing  individual  epithelial  cell  types,  to  explore  relationships  between 
the  CF  gene  product,  called  the  cystic  fibrosis  transmembrane  conductance 
regulator  (CFTR),  and  specific  epithelial  cell  activities.  These  studies  can 
best  be  performed  in  cell  lines  with  defined  CFTR  genotypes.  Proposed 
studies,  in  either  case,  may  focus  exclusively  on  pulmonary,  pancreatic,  or 
intestinal  dysfunction,  or  any  combination  of  these. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
and  disease  prevention  objectives  of  "Healthy  People  2000,"  a PHS-led  national 
activity  for  setting  priority  areas.  This  RFA,  Animal/Cellular  Models  for 
Studies  of  Cystic  Fibrosis,  is  related  to  the  priority  area  of  chronic 
disabling  conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People 
2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325 
(telephone  202-783-3238). 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  traditional,  individual 
research  project  grant  (R01).  Although  the  financial  plans  for  fiscal  year 
1992  include  $1,800,000  for  the  total  costs  of  this  program,  award  of  grants 
pursuant  to  this  RFA  is  contingent  upon  receipt  of  funds  for  this  purpose.  It 
is  anticipated  that  up  to  six  grants  will  be  awarded  under  this  program.  It 
is  expected  that  four  of  these  awards  will  be  made  to  grants  focused  on  the 
development  of  CF  animal  models.  The  specific  number  to  be  funded,  however, 
will  depend  on  the  merit  and  scope  of  the  applications  received  and  the 
availability  of  funds. 

ELIGIBILITY 

All  domestic,  public  and  private,  for-profit  and  nonprofit,  institutions  or 
organizations  are  eligible  to  apply  in  response  to  this  RFA.  Awards  in 
connection  with  this  announcement  will  be  made  to  foreign  institutions  only 
for  research  of  very  unusual  merit,  need,  and  promise,  and  in  accordance  with 
PHS  policy  governing  such  awards. 

Letter  of  Intent 

Prospective  applicants  are  asked  to  submit  a letter  of  intent  and  include  a 
descriptive  title,  the  name  of  the  Principal  Investigator,  and  the  names  of 
any  other  participating  institutions  or  investigators.  A letter  of  intent  is 
not  binding,  and  it  will  not  enter  into  the  review  of  any  application 
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subsequently  submitted,  nor  is  it  a necessary  requirement  for  application. 

Such  letters  are  requested  for  the  purpose  of  obtaining  an  indication  of  the 
number  of  applications  to  be  received.  The  Institute  staff  will  not  provide  a 
response  to  a letter  of  intent . This  letter  is  to  be  received  no  later  than 
October  14,  1991,  and  sent  to: 

Dr.  Charles  L.  Turbyfill 
Review  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

National  Institute  of  Health 

Westwood  Building,  Room  553 

Bethesda , MD  20892 

Upon  receipt,  applications  will  be  reviewed  for  their  responsiveness  to  the 
objectives  of  this  RFA.  Applications  that  address  only  the  development  of 
animal  and  cellular  models  of  CF,  exclusive  of  studies  directed  at  their 
characterization  and  utilization  for  studies  of  CF  pathophysiology  and 
treatment,  will  not  be  acceptable.  This  RFA  will  not  support  research 
programs  exclusively  directed  at  the  development  of  new  or  improved 
technologies  without  specific  plans  to  apply  them  to  the  development  of 
cellular  and  animal  models  of  CF. 

If  an  application  is  judged  unresponsive , the  applicant  will  be  contacted  and 
given  an  opportunity  to  withdraw  the  application  or  to  have  it  considered  for 
the  invest igator- initiated  grant  program  of  the  NIH.  Applications  judged  to 
be  responsive  will  be  reviewed  for  scientific  and  technical  merit  by  an 
in it ial  review  group  that  will  be  convened  by  the  Division  of  Extramural 
Affairs,  NHLBI,  solely  to  review  these  applications. 

Inquiries  regarding  this  program  and  requests  for  the  complete  RFA  document 
may  be  addressed  to  the  appropriate  program  administrator: 

Susan  P.  Banks-Schlegel , Ph.D. 

Program  Director,  Asthma  and  Cystic  Fibrosis 
Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  6A15 

Bethesda,  MD  20892 

Telephone:  (301)  496-7332 

FAX:  (301)  496-9886 

Nancy  Lamontagne,  Ph.D. 

Cystic  Fibrosis  Program 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  607 

Bethesda,  MD  20892 

Telephone:  (301)  496-4980 

FAX:  (301)  496-9721 

For  f iscal  and  administrative  matters , contact : 

Tanya  McCoy 

Grants  Management  Specialist 

Grants  Operations  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A17 

National  Institutes  of  Health 

Bethesda,  MD  20892 

Telephone:  (301)  496-4970 

Sharon  Tempchin 
Grants  Management  Specialist 
Grants  Management  Branch 
Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  639 

National  Institutes  of  Health 

Bethesda,  MD  20892 

Telephone:  (301)  496-7467 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No. 
93.838.  Grants  will  be  awarded  under  the  authority  of  the  Public  Health 
Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended:  42  USC 
241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR 
Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
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intergovernmental  review  requirements  of  Executive  Order  12372  or  to  review  by 
a Health  Systems  Agency. 


MAPPING  THE  DROSOPHILA  GENOME 

RFA  AVAILABLE:  HG-91-05 

P.T.  34;  K.S.  1002058,  0755045,  0760015 

National  Center  For  Human  Genome  Research 

Letter  of  Intent  Receipt  Date:  October  18,  1991 
Application  Receipt  Date:  November  15,  1991 

The  National  Center  for  Human  Genome  Research  (NCHGR)  invites  applications  for 
assistance  awards  to  support  research  projects  that  develop  high-resolution 
physical  maps  of  the  Drosophila  melanogaster  genome  and  feasibility  studies 
for  large-scale  DNA  sequencing  projects  using  biologically  interesting  regions 
of  the  Drosophila  genome  for  such  pilot  projects. 

RESEARCH  SCOPE 

Research  projects  responsive  to  this  Request  for  Applications  (RFA)  to  support 
characterization  of  the  D.  melanogaster  genome  must  focus  on  the  following 
areas : 

o Development  of  high-resolution  physical  maps:  the  objective  of 

these  projects  will  be  to  achieve  map  continuity  across  the  genome 
and  to  develop  a resource  that  will  serve  as  a basis  for  DNA 
sequencing  and  detailed  functional  studies; 

o Feasibility  studies  for  large-scale  DNA  sequencing  using  regions  of 
high  biological  interest  for  the  pilot  studies; 

o New  technologies  to  detect  all  the  coding  regions  or  expressed 
genes  in  genomic  DNA. 

Applications  submitted  in  response  to  this  RFA  must  approach  the 
characterization  of  the  Drosophila  genome  from  the  point  of  view  of  the  whole 
genome  rather  than  one  or  a few  genes,  must  use  the  most  appropriate, 
state-of-the-art  technology,  and  must  be  cost-  and  labor-efficient.  Moreover, 
the  resources  and  technology  developed  must  be  easily  transf errable  among 
laboratories.  Projects  must  focus  on  the  development  of  new  resources  rather 
than  on  the  maintenance  of  existing  resources. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  individual  research  grants  (ROIs), 
pilot  projects/feasibility  studies  (R21),  program  project  grants  (POIs), 
developmental  grants  (P20s),  and  center  grants  (P30s  and  P50s).  The  total 
amount  of  support  available  for  grants  under  this  RFA  will  be  $2.5  million 
(direct  and  indirect  costs)  for  the  first  year  of  the  project  and  is 
contingent  upon  appropriation  of  funds  for  this  purpose  and  the  quality  of  the 
applications  received.  It  is  anticipated  that  three  to  five  awards  will  be 
made  representing  a mix  of  research  topics  and  grant  mechanisms.  This  number 
may  be  increased  if  a large  number  of  highly  meritorious  applications  are 
received  and  if  funds  are  available.  The  number  of  awards  made  will  be 
contingent  upon  the  quality  of  applications  received  for  each  funding 
mechanism  and  the  availabi  funds. 

ELIGIBILITY 

Domestic  universities,  medical  colleges,  hospitals,  and  other  public,  private, 
and  for-profit  and  non-profit  research  institutions,  including  state  and  local 
government  units,  are  eligible.  Applications  from  minority  investigators  and 
women  are  encouraged. 

LETTER  OF  INTENT 

A letter  of  intent  that  includes  a descriptive  title  of  the  proposed  research, 
names  of  the  Principal  Investigator,  and  other  key  investigators  and  their 
institutions  is  requested  by  October  18,  1991.  Letters  of  intent  are  to  be 
sent  to: 
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Bettie  J.  Graham,  Ph.D. 

Chief,  Research  Grants  Branch 

National  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  610 

9000  Rockville  Pike 

Bethesda , MD  20892 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  in  response  to  this  announcement  will  be  reviewed  in  accordance 
with  the  customary  NIH  peer  review  procedures.  Applications  will  first  be 
screened  for  responsiveness  to  this  RFA  by  NIH  staff . Those  deemed 
non-responsive  will  be  returned  to  the  applicant.  If  a large  number  of 
responsive  applications  is  received,  they  will  undergo  a preliminary  peer 
review  by  the  Genome  Research  Review  Committee  (GRRC),  NCHGR , to  identify  the 
most  meritorious  ones . Applications  that  are  deemed  non-competitive  by  this 
process  will  be  returned  to  the  investigator . 

The  remaining  applications  will  be  reviewed  for  scientific  and  technical  merit 
by  the  GRRC , NCHGR . Review  criteria  will  include  the  following : (1) 

original ity  and  innovativeness  of  the  approach ; (2)  feasibility  of  the 
research  and  adequacy  of  the  experimental  design;  (3)  overall  scientific  and 
technical  merit  of  the  research ; (4)  the  potential  of  the  proposed  work  to 
attain  the  research  objectives  outlined  in  this  RFA;  C 5 ) training , experience , 
research  competence , and  dedication  of  the  invest igator( s) ; (6)  adequacy  of 
available  facilities ; (7)  provision  for  the  protection  of  human  subjects  and 
the  humane  care  of  animals ; and  (8)  appropriateness  of  the  requested  budget 
for  the  work  proposed.  The  second  level  of  review  will  be  conducted  by  the 
National  Advisory  Council  for  Human  Genome  Research. 

Applications  must  be  submitted  using  the  form  PHS  398  (rev.  10/88).  The  RFA 
label  available  in  the  revised  application  kit  MUST  be  affixed  to  the  bottom 
of  the  face  page . Failure  to  use  this  label  could  result  in  delayed 
processing  of  the  appl icat ion  such  that  it  may  not  reach  the  review  committee 
in  time  for  review . Application  kits  are  available  in  the  business  or  grants 
office  at  most  academic  or  research  institutions , and  from  the  Division  of 
Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449, 
Bethesda,  MD  20892, 

Applications  will  be  reviewed  by  the  GRRC  in  March  1992  and  by  the  National 
Advisory  Council  for  Human  Genome  Research  in  May  1992.  The  earliest  date 
that  an  award  will  be  made  is  July  1,  1992. 

It  is  essential  that  appl icants  type  "Mapping  the  Drosophila  Genome"  and  the 
RFA  number,  HG-91-05,  on  line  2 on  the  face  page  of  the  application  form.  The 
original  and  four  copies  of  the  appl icat ion  must  be  submitted  to : 

Grant  Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

To  expedite  the  review  process , it  is  also  important  to  submit  by  November  1 5 , 
1991 , two  copies  of  the  application  directly  to : 

Office  of  Scientific  Review 

Nat ional  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  604 

9000  Rockville  Pike 

Bethesda,  MD  20892 

INQUIRIES 

Prospective  appl icants  are  encouraged  to  request  a copy  of  the  RFA  and  to 
contac  early  in  the  planning  phase  of  the  appl icat ion . For  the  complete  RFA 
and  for  more  information  regarding  specific  research  areas  or  mechanisms , 
please  contact : 

Physical  Mapping  Grant  Applications  (R01,  R21,  P01): 

Bettie  J.  Graham,  Ph.D. 

Sequencing  and  Technology  Development  Grant  Applications  (R01 , R43,  R44): 
Robert  L . Strausberg , Ph.D. 
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Center  Grant  Applications  (P20,  P30,  P50): 

Jane  L.  Peterson,  Ph . D . 

PHS  Grants  Policy: 

Ms.  Alice  Thomas 

All  can  be  reached  at: 

National  Center  for  Human  Genome  Research 
National  Institutes  of  Health 
Building  38A,  Room  613 
Bethesda,  MD  20892 

The  program  and  grants  management  officials  welcome  the  opportunity  to  provide 
the  RFA,  to  clarify  any  issues  or  questions  related  to  this  RFA,  and  encourage 
written  and  telephone  inquiries. 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No. 
93.172.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service 
Act,  Sections  301  (Public  Law  78-410,  as  amended  42  U.S.C.  241)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirement  of  Executive  Order  12372  or  to  Health  Systems  Agency 
review . 


ERRATUM 


NATIONAL  COOPERATIVE  DRUG  DISCOVERY  GROUPS 

RFA:  CA-91-19 

P.T.  34;  K.W.  0715035,  0740020,  0755025,  0755020 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  October  11,  1991 
Application  Receipt  Date:  November  13,  1991 

This  Request  for  Applications  was  published  in  the  NIH  Guide  for  Grants 
and  Contracts  on  August  16,  1991,  Vol . 20,  No.  31.  The  receipt  date 
for  letters  of  intent  has  been  changed  to  October  11,  1991.  The 
application  receipt  date  remains  the  same. 

For  further  information,  contact: 

George  S.  Johnson,  Ph.D. 

Grants  and  Contracts  Operations  Branch 
Developmental  Therapeutics  Program 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Room  832 
Bethesda,  MD  20892 
Telephone:  (301)  496-8783 
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NOTICES 


NATIONAL  WORKSHOPS  ON  THE  PROTECTION  OF  HUMAN  SUBJECTS 

P.T.  43;  K.U.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  continuing  to  sponsor  a 
series  of  workshops  on  responsibilities  of  researchers,  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest  in 
research  involving  human  subjects.  The  meetings  should  be  of  special  interest  to  those  persons  currently  serving  or 
about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these  workshops  are  relevant  to  alt  other  Public 
Health  Service  agencies.  The  current  schedule  includes  the  following: 

I.  NORTH  MIDWESTERN  WORKSHOP 

DATES:  October  17  and  18,  1991 

WORKSHOP  SITE: 

Westin  Hotel 
Renaissance  Center 
Detroit,  MI 

Telephone:  (313)  568-8000 
SPONSORS: 

Children's  Hospital  of  Michigan 
3901  Beaubien  Blvd. 

Detroit,  MI  48201 

Wayne  State  University 
4237  Scott  Hall 
Detroit,  MI  48201 

REGISTRATION  CONTACT: 

Mr.  Jerome  Wilczynski 
Vice  President  for  Operations 
Children's  Hospital  of  Michigan 
3901  Beaubien  Blvd. 

Detroit,  MI  48201 
Telephone:  (313)  745-5450 

TOPIC:  Protection  of  Human  Subjects  in  Research:  The  Vulnerable  Patient 

II.  WEST  COAST  WORKSHOP 

DATES:  JANUARY  23  and  24,  1992  (REVISED  DATES) 

WORKSHOP  SITE:  Los  Angeles,  CA 
SPONSORS: 

University  of  Southern  California 
Los  Angeles,  CA  90089-4014 

California  State  University  - Los  Angeles 
5151  State  University  Drive 
Los  Angeles,  CA  90032-8202 

REGISTRATION  CONTACT: 

Ms.  Li ly  Patterson 

Assistant  to  the  Director 

Research  and  Sponsored  Programs 

California  State  University  - Los  Angeles 

5151  State  University  Drive 

Los  Angeles,  CA  90032-8202 

Telephone:  (213)  343-3820 

TOPIC:  Protection  of  Human  Subjects 

III.  SOUTH  MIDWESTERN  WORKSHOP 
DATES:  February  20  and  21,  1992 
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WORKSHOP  SITE:  San  Antonio,  TX 


SPONSORS: 

University  of  Texas  Health  Science  Center  at  San  Antonio 

7703  Floyd  Curl  Drive 

San  Antonio,  TX  78284-7972 

St.  Mary's  University 
One  Camino  Santa  Maria 
San  Antonio,  TX  78228-8572 

REGISTRATION  CONTACT: 

Ms.  Angie  Khan 

Institutional  Coordinator  of  Research  Review 
University  of  Texas  Health  Science  Center  at  San  Antonio 
7703  Floyd  Curl  Drive  (Room  402L) 

San  Antonio,  TX  78284-7972 
Telephone:  (512)  567-2351 

TOPIC:  Protection  of  Human  Subjects 

IV.  NORTHEASTERN  WORKSHOP 

DATES:  April  27  and  28,  1992 

WORKSHOP  SITE:  Philadelphia,  PA 

SPONSORS: 

University  of  Pennsylvania 
133  South  36th  Street 
Suite  300 

Philadelphia,  PA  19104-3246 

Lincoln  Universi ty 

Lincoln  University,  PA  19352 

REGISTRATION  CONTACT: 

Ms.  Lynn  Sevan 

Assistant  Director 

Office  of  Research  Administration 

University  of  Pennsylvania 

133  South  36th  Street,  Suite  300 

Philadelphia,  PA  19104-3246 

Telephone:  (215)  898-2614 

TOPIC:  Protection  of  Human  Subjects 

For  further  information  regarding  these  workshop  or  future  NIH/FDA  National  Protection  of  Human  Subjects  Workshops, 
contact : 

Ms.  Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockvi lie  Pike 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


ESTIMATED  TOTAL  COSTS  OF  PROPOSED  PROJECTS 

P.T.  34;  K.W.  1014006 
National  Institutes  of  Health 
BACKGROUND 

In  response  to  the  House  of  Representatives  and  Senate  Appropriation  Reports  (101-591  and  101-516,  respectively), 
NIH  has  developed  a financial  management  plan  to  increase  stability  and  predictability  in  funding  biomedical 
research.  One  element  of  this  plan  is  for  National  Advisory  Councils  and  Boards,  in  their  review  of  applications, 
to  consider  not  only  scientific  merit  and  programmatic  issues  but  also  total  costs  of  proposed  projects.  In  order 
to  consider  this  information  as  part  f their  review,  Councils/Boards  must  be  provided  with  an  estimate  of  the  total 
costs  for  each  application  reviewed. 


NIH  Guide  for  Grants  and  Contracts 


Volume  20,  Number  33,  Part  I of  II 
September  6,  1991 


Page  4 


To  provide  Councils/Boards  with  this  information,  each  summary  statement  will  include  an  estimate  of  the  total  costs 
of  the  proposed  project.  This  will  begin  with  summary  statements  for  applications  reviewed  during  the  October- 
November  1991  round  of  Initial  Review  Group  (IRG)  meetings.  Previously,  only  requested  and  recommended  direct  costs 
for  each  budget  period  were  included  on  summary  statements. 

CALCULATION  METHOD 

Estimated  total  costs  will  be  based  on  information  provided  in  the  applications  as  well  as  on  the  direct  costs 
recommended  by  the  IRG  for  applications  where  negotiated  indirect  cost  rates  are  applicable.  The  following 
calculation  method  will  be  used  t estimate  total  costs: 

1)  Total  Costs  Required  for  Entire  Project  will  be  divided  by  the  Total  Direct  Costs  Requested  for  the 
Entire  Project. 

2)  This  figure  will  then  be  multiplied  by  the  Direct  Costs  Recommended  for  Each  Year. 

Total  costs  requested  and  total  direct  costs  requested  are  provided  in  the  application. 

APPLICABILITY 

Estimated  total  costs  will  be  included  on  summary  statements  for  the  first  year,  all  future  years,  and  for  the  total 
project  period  (competitive  segment).  These  data  will  be  helpful  to  Councils,  Boards,  and  institute  staff  primarily 
for  applications  at  or  near  the  margin  of  fundability.  Where  total  costs  could  be  a determining  factor  in  the 
funding  decision,  a more  precise  calculation  will  be  made  using  actual  base  and  rate  information.  This  will  be  done 
before  any  final  funding  decision  is  made. 


NCI  BRIEFING  ON  SPORE  PROGRAM 

P.T.  42;  K.U.  0715035 
National  Cancer  Institute 

The  National  Cancer  Institute  (NCI)  plans  to  release  Requests  For  Applications  (RFA)  to  invite  P50  grant 
applications  for  Specialized  Programs  of  Research  Excellence  (SPORE)  in  Breast  Cancer,  Lung  Cancer,  and  Prostate 
Cancer.  The  RFAs  are  expected  to  be  released  in  mid-September. 

The  NCI  plans  to  conduct  a briefing  session  on  the  SPORE  program  on  Tuesday,  October  8,  1991,  at  the  St.  Louis 
Airport  Marriott,  1-70  at  Lambert  Airport,  St.  Louis,  Missouri.  The  briefing  will  begin  at  8:30  a.m.  and  will 
adjourn  by  noon.  There  will  be  ample  time  for  questions  and  answers.  A summary  of  the  proceedings  of  this  meeting 
including  questions  and  answers  will  be  available  upon  request. 

Interested  parties  are  invited  to  attend.  Rooms  for  the  night  of  October  7 are  available  at  a special  rate  of  $58 
plus  tax.  Reservations  must  be  made  directly  to  the  hotel  at  (314)  423-9700.  To  receive  the  special  rate,  make  the 
reservation  by  September  27  and  mention  the  National  Cancer  Institute  meeting.  Free  shuttle  service  is  available 
from  the  airport  to  the  hotel.  Passenger  pick-up  for  the  Marriott  shuttle  is  at  exit  7 in  the  airport  terminal. 

For  further  information  and  to  request  a summary  of  the  meeting,  please  contact: 

Dr.  Andrew  Chiarodo 

Organ  Systems  Coordinating  Branch 

Division  of  Cancer  Biology,  Diagnosis  and  Centers 

National  Cancer  Institute 

Bethesda,  MD  20892 

Telephone:  (301)  496-8528 


NOTICE  OF  MEETING  - KIDNEY  AND  UROLOGIC  DISEASES  RESEARCH  CENTERS 

P.T.  42;  K.U.  0705075,  0785220,  1014006 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

A meeting  of  Center  Directors  for  the  George  M.  O'Brien  Kidney  and  Urologic  Diseases  Research  Centers  Program 
supported  by  the  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  is  scheduled  for  September 
15,  1991,  at  the  Crystal  City  Gateway  Marriott  Hotel  in  Crystal  City,  VA.  The  purpose  of  the  meeting  is  to  inform 
investigators  of  current  Institute  policies  and  guidelines  concerning  research  centers.  The  meeting  is  open  on  a 
space-available  basis.  For  further  information  contact: 

Dr.  Ralph  L.  Bain 
Program  Di rector 

Kidney  and  Urologic  Diseases  Research  Centers  Program 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  Westwood  Building,  Room  621 
Bethesda,  MD  20892 
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AVAILABILITY  OF  BLOOD  SAMPLES  FROM  PATIENTS  ENROLLED  IN  THE  EARLY  TREATMENT  DIABETIC  RETINOPATHY  STUDY 


P.T.  34;  K.W.  0755015,  0715080,  0780005 
National  Eye  Institute 

The  Early  Treatment  Diabetic  Retinopathy  Study  (ETDRS),  a multicenter  collaborative  clinical  trial  supported  by  the 
National  Eye  Institute,  was  designed  to  assess  laser  photocoagulation  and  aspirin  treatment  in  patients  with 
mild-to-  severe  nonproliferative  and  early  proliferative  diabetic  retinopathy.  Follow-up  of  these  patients  extended 
for  up  to  nine  years.  The  study  design  and  results  of  the  clinical  trial  are  published  in  Ophthalmology 
1991;98:739-840. 

Between  April  1980  and  September  1983,  approximately  2,000  fasting  baseline  blood  specimens  were  drawn  from  ETDRS 
patients  and  analyzed  for:  hemoglobin  A1C,  cholesterol,  triglyceride,  high-density  lipoprotein  cholesterol  ( HDLC) , 
low-density  lipoprotein  cholesterol  (LDLC),  creatinine,  uric  acid,  glucose,  C-peptide,  albumin,  fibrinogen, 
alpha-2-macroglobul in,  and  thromboxane  B2.  At  that  time  a 3 cc  aliquot  of  each  serum  specimen  was  stored  in  a 
sealed  glass  Wheaton  vial  at  -70  degrees  Centigrade  at  the  Centers  for  Disease  Control  in  Atlanta,  GA.  The  ETDRS 
database  includes  extensive  information  on  baseline  characteristics  (systemic  and  ocular)  as  well  as  seven- 
to-nine-year  outcome  information  (morbidity,  mortality,  and  ocular)  for  these  2000  Type  I and  Type  II  diabetics. 
Investigators  interested  in  using  these  reserved  frozen  serum  specimens  for  research  projects  are  invited  to 
contact: 

Frederick  L.  Ferris,  III,  M.D. 

Chief,  Clinical  Trials  Branch 
National  Eye  Institute 
National  Institutes  of  Health 
Building  31,  Room  6A24 
Bethesda,  MD  20892 


DISCONTINUATION  OF  THE  NI AID  IMMUNOLOGIC  AND  INFECTIOUS  DISEASES  ACADEMIC  AWARD 

P.T.  34;  K.W.  0710070,  1014002 

National  Institute  of  Allergy  and  Infectious  Diseases 

Beginning  with  the  October  1,  1991,  application  receipt  date,  the  National  Institute  of  Allergy  and  Infectious 
Diseases  (NI AID)  will  no  longer  accept  new  or  amended  applications  for  the  NIAID  Immunologic  and  Infectious  Diseases 
Academic  Award  (K07).  However,  NIAID  will  continue  to  receive  new  and  amended  applications  for  the  other  career 
award  programs,  namely  the  Clinical  Investigator  Award  (K08),  the  Physician  Scientist  Academic  Award  (K11),  and  the 
Modified  Research  Career  Development  Award  (K04). 

This  decision  was  reached  because  of  the  paucity  of  applications  received  for  the  K07  Award  in  recent  years,  and  the 
desire  of  the  NIAID  to  focus  its  career  award  resources  to  the  K04,  K08,  and  K11  mechanisms,  particularly  in  keeping 
with  its  efforts  to  increase  the  recruitment  and  retention  of  minority  and  women  scientists  in  biomedical  research. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


DEVELOPMENT  OF  DOSAGE  FORMS  AND  DELIVERY  SYSTEMS  FOR  NEW  DRUGS 

RFP  AVAILABLE:  NCI -CM-27710- 19 
P.T.  34;  K.W.  0740021,  1003008 
National  Cancer  Institute 

The  Pharmaceutical  Resources  Branch  of  the  Developmental  Therapeutics  Programs,  Division  of  Cancer  Treatment, 
National  Cancer  Institute  (NCI),  is  seeking  contractors  to  develop  acceptable  dosage  forms  for  compounds  to  be 
subsequently  evaluated  in  cancer  and  HIV  patients  and  to  carry  out  innovative  studies  leading  to  more  effective 
approaches  for  the  intravenous  delivery  of  compounds  that  possess  limited  solubility  and/or  stability.  NCI  will 
select  and  provide  the  compounds  to'  be  studied.  In  addition  to  solubility  problems,  the  projects  will  require 
considerable  analytical  work,  particularly  the  development  of  a stability-indicating  assay  to  monitor  the  integrity 
of  the  parent  compound  during  the  formulation  studies.  These  investigations  will  be  directed  toward  a 
pharmaceutical  dosage  form  that  will  meet  certain  solubility  and  stability  targets  predetermined  by  the  Government. 
The  Principal  Investigator  on  this  project  must  possess  a Ph.D.  in  pharmaceutics  or  medicinal  chemistry  and  must 
also  have  at  least  three  years  experience  in  the  development  of  injectable  formulations.  A portion  of  this  project 
is  a recompetition  of  two  NCI  contracts.  The  incumbent  contractors  are  the  University  of  Kansas  and  the  University 
of  North  Carolina  at  Chapel  Hill. 

RFP  No.  NCI -CM-27720- 19  will  be  issued  upon  request  to  Zetherine  Gore,  Contract  Specialist,  on  or  about  September  9, 
1991.  Proposals  will  be  due  approximately  45  days  thereafter.  The  contract  period  is  to  be  for  five  years 
beginning  approximately  June  1991. 
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Mail  requests  for  the  RFP  to: 

Ms.  Zetherine  Gore 
Contract  Specialist 
National  Institutes  of  Health 
National  Cancer  Institute 
Treatment  Contract  Section 
6120  Executive  Blvd,  Room  603 
Rockville,  MD  20852 


PREPARATION  OF  ANTI-AIDS  BULK  DRUGS  AND  CHEMICALS  FOR  PRECLINICAL  TOXICOLOGY.  PHARMACOLOGY.  AND  CLINICAL  USE 

RFPs  AVAILABLE:  NCI -CM-27722-71  (open  competition) 

NCI -CM-27723-71  (small  business  set-aside) 

P.T.  34;  K.W.  0710080,  1003012,  0740020 

National  Cancer  Institute 


The  National  Cancer  Institute  (NCI)  is  seeking  contractors  with  the  capability  to  provide  and  operate  material 
preparation  laboratories  for  (a)  the  development  of  existing  or  new  processes,  procedures,  and  techniques  for  the 
preparation  of  compounds;  and  (b)  the  synthesis  of  varying  amounts  of  material  not  readily  available  from  other 
sources  in  the  quantity  and/or  quality  needed  by  the  NCI.  Offerors  will  be  expected  to  provide  an  operating, 
large-scale  facility  with  at  least  one  and  preferably  two  large  (200  gallons  or  larger)  glass-lined  reactors  and  the 
necessary  supporting  equipment  and  facilities.  Quantities  of  drugs  may  range  from  50  grams  to  multi-kilograms. 
Process  development  for  scale-up  and  access  pilot  plant  equipment  is  essential.  Specific  assignment  of  the 
materials  for  preparation  will  be  made  by  the  NCI  and  may  include  synthesis  of  all  types  of  chemicals  and  drugs. 

The  contractor  will  be  responsible  for  preparing  approximately  20-30  lots  of  bulk  drugs  per  year.  Quality 
specifications  will  be  determined  by  the  NCI.  All  materials  must  be  evaluated  by  the  synthesis  laboratory  for 
identity  and  purity  before  submitted  to  the  NCI. 

The  Principal  Investigator  must  be  trained  in  organic  and  medicinal  chemistry,  preferably  at  the  Ph.D.  level,  or 
possess  equivalent  experience.  The  Principal  Investigator  must  have  extensive  experience  in  chemical  synthesis  and 
synthetic  process  development. 

At  the  time  of  submission  of  a best  and  final  offer,  the  offerer  must  be  registered  with  the  Food  and  Drug 
Administration  (FDA)  as  a manufacturer  of  bulk  drugs  and  shall  have  submitted  a facilities  Drug  Master  File  to  the 
FDA.  Facilities  shall  meet  FDA  standards  in  accordance  with  the  Current  Good  Manufacturing  Practices. 


RFP  No.  NCI -CM-27722-71 , "Preparation  of  Anti-AIDS  Bulk  Drugs  for  Preclinical  Toxicology,  Pharmacology,  and  Clinical 
Use"  is  an  open  competition.  RFP  No.  NCI -CM-27723-71 , "Preparation  of  Anti-AIDS  Bulk  Drugs  and  Chemicals  for 
Preclinical  Toxicology,  Pharmacology,  and  Clinical  Use"  is  a 100  percent  Set-Aside  for  Small  Business.  The  Standard 
Industrial  Code  (SIC)  is  8731. 

Offerors  who  qualify  as  a small  business  are  encouraged  to  submit  proposals  under  both  RFPs. 

It  is  anticipated  that  four  incrementally  funded,  cost-reimbursement  contracts  will  be  awarded  with  the  contract 
period  beginning  on  or  about  May  4,  1992.  The  contract  period  will  be  five  years.  RFP  Nos:  NCI -CM-27722-71  and 
NCI -CM-27723-71  will  be  issued  upon  written  request  to  Joseph  Bowe,  Contract  Specialist,  on  or  about  September  3, 
1991.  Proposals  will  be  due  on  or  about  October  17,  1991.  Requests  for  the  RFP  must  be  addressed  to: 


Joseph  Bowe 
Contract  Specialist 
National  Institutes  of  Health 
National  Cancer  Institute 
Treatment  Contracts  Section 
Research  Contracts  Branch 
Executive  Plaza  South,  Room  603 
9000  Rockvi lie  Pike 
Bethesda,  MD  20892 

No  calls  will  be  accepted. 


SUPPORT  OF  THE  NATIONAL  HORMONE  AND  PITUITARY  PROGRAM 

RFP  AVAILABLE:  N I H - N I DDK-91 -6 
P.T.  34;  K.W.  0760025,  0785050 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK),  Division  of  Diabetes,  Endocrinology 
and  Metabolic  Diseases,  is  conducting  this  project  for  the  purpose  of  providing  continuing  support  to  the  National 
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Hormone  and  Pituitary  Program  (NHPP),  a component  of  the  Hormone  Distribution  Program  of  NIDDK.  The  NHPP  is 
responsible  for  storage  and  distribution  of  materials  procured  by  NIDDK  for  use  by  researchers  in  endocrinology. 

The  contractor  will  receive,  store,  and  distribute  purified  human,  rat,  ovine,  bovine,  and  porcine  pituitary 
hormones,  selected  other  hormones,  antisera  to  these  hormones,  and  frozen  human  pituitaries.  Currently,  the  NHPP 
distributes  approximately  160  distinct  research  materials  and  approximately  2000  individual  awards  of  materials  are 
made  annually.  The  contractor  will  also  disseminate  information  to  the  scientific  community  about  the  materials 
avai l able. 

This  Request  for  Proposals  (RFP)  No.  NIH-NIDDK-91 -6  will  be  issued  on  or  about  September  12,  1991  with  responses  due 
by  December  11,  1991.  The  NIDDK  expects  to  award  one  contract  from  this  solicitation. 

To  receive  a copy  of  this  RFP,  supply  this  office  with  two  self-addressed  mailing  labels  and  cite  the  RFP  number 
referenced  above.  Requests  must  be  in  writing  and  addressed  to: 

Ms.  Linda  Cameron 
Contract  Specialist 
Contracts  Management  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  602 
Bethesda,  MD  20892 

Telephone  requests  will  not  be  honored. 

This  advertisement  does  not  commit  the  Government  to  make  an  award. 


NINDS  LOGISTICAL  RESEARCH  SUPPORT 

SOURCES  SOUGHT:  NIH-NINDS-91 -002 

P.T.  34;  K.W.  1002030,  1013004,  1002004,  1002008 

National  Institute  of  Neurological  Disorders  and  Stroke 

The  Division  of  Intramural  Research  (DIR),  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS),  National 
Institutes  of  Health  (NIH),  is  seeking  to  identify  sources  capable  of  providing  logistical  and  research  support. 

The  DIR,  NINDS,  has  operated  its  Laboratories  of  Biophysics,  Neurobiology,  Molecular  and  Cellular  Neurobiology  and 
Neurochemistry  at  an  outside  marine  laboratory  on  a part-time  basis  over  the  last  three  years.  A five-year  program 
beginning  in  May  1992  is  anticipated.  This  program  will  support  important  research  on  neural  cells  and  neural  cell 
membranes,  neuronal  signaling,  and  short-  and  long-  term  memory  mechanisms.  It  is  based  on  the  need  in  the  DIR, 
NINDS,  for  live  squid  and  other  marine  invertebrates  to  investigate  the  cellular  functions  underlying  central 
nervous  system  function.  Since  live  squid  cannot  be  transported,  this  work  must  be  done  at  the  collecting  site. 

The  contractor  shall  provide  the  personnel,  equipment,  and  facilities  necessary  to  support  this  research. 
Approximately  11  DIR,  NINDS  scientists  per  year  will  require  support.  The  following  is  a general  description  of  the 
support  required.  The  contractor  shall  collect  Loligo  Pealeii  (4-24"  body  length)  from  May  to  November  each  year  of 
the  contract  period  and  store  them  in  appropriate  live  holding  tanks.  The  contractor  shall  supply  the  NINDS 
investigators  with  specific  mariculture  services  supportive  of  their  research  program  on  marine  nudibranches.  A 
qualified  aquavet  shall  be  in  residence  at  the  contractor's  facility  to  take  care  of  any  health  problems  of  the 
marine  animals.  An  animal  holding  facility  with  appropriate  veterinary  support  shall  be  on  site  to  hold  small 
numbers  of  mice  and  rabbits  (for  antibody  production).  A full-service  biomedical  library  with  a wide  range  of 
current  periodicals  must  be  on  site.  The  contractor  shall  also  provide  machine  and  instrument  shop  services,  photo 
and  graphic  services,  computer  programming  and  applied  mathematics,  telephone,  facsimile,  mail,  and  shipping 
services.  The  NINDS  investigators  will  also  require  the  use  of  special  equipment  (e.g.,  ultracentrifuges,  liquid 
scintillation  counters,  atomic  absorption  spectrometers,  osometers,  scanning  electron  microscope,  transmission 
electron  microscope,'  ultramicrotome,  and  equipment  for  preparing  tissues  for  ultramicrotomy  and  darkroom  for 
processing  electron  micrographs).  A specialized  light  microscopy  facility  capable  of  performing  fluorescence  and 
video  microscopy  is  also  required.  The  research  space  needs  from  May  to  November  each  year  are  2,700  square  feet. 
Separate  office  space  is  not  necessary.  Fluorescent  lighting  of  the  space  is  required.  Four  units  of  laboratory 
space  that  includes  fume  hoods  and  a laboratory  sink  for  each  unit  shall  be  provided.  Low  benches,  chairs,  air 
filters,  and  a refrigerator  shall  be  provided  for  each  unit.  Seawater  holding  tanks  shall  also  be  provided  to  each 
of  the  four  units. 

This  is  not  a Request  For  Proposals  (RFP).  It  is  a request  for  capability/  qualification  statements.  The 
Government  does  not  intend  to  award  a contract  on  the  basis  of  responses  to  this  announcement  nor  to  make  payment 
for  preparation  of  any  information  that  may  be  submitted.  Potential  sources  that  respond  to  this  notice  shall  be 
added  to  the  appropriate  solicitation  mailing  list  for  subsequent  solicitation  if  an  RFP  is  issued. 

Acknowledgement  will  not  be  made  by  the  Government  of  receipt  of  responses  nor  will  respondents  be  notified  of  the 
Government's  evaluation  of  information  submitted.  Five  copies  of  a capability  statement  that  addresses  the 
aforementioned  requirements  must  be  received  at  the  following  address  no  later  than  3:30  p.m.,  local  time,  on 
September  23,  1991.  The  capability  statement  should  reference  NIH-NINDS-91 -002. 
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Eileen  D.  Webster 
Contracting  Officer 
Contracts  Management  Branch 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  901 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Attention:  NIH-NINDS-91 -002 


EVALUATION  OF  THERAPIES  FOR  TREATMENT  OF  PNEUMOCYSTIS  CAR  I N 1 1 ■ MYCOBACTERIUM  AVIUM.  TOXOPLASMA  GONDII.  AND 

PATHOGENIC  FUNGI  INFECTIONS 

RFP  AVAILABLE:  NIH-NIAID-DAIDS-92-07 

P.T.  34;  K.W. 0715125,  0715103,  0715165,  0745070 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Developmental  Therapeutics  Branch,  Basic  Research  and  Development  Program,  Division  of  AIDS,  National  Institute 
of  Allergy  and  Infectious  Diseases  (NIAID)  has  a requirement  for  the  evaluation  of  promising  therapies  for  the 
following  opportunistic  infections  (OIs)  associated  with  AIDS:  Pneumocystis  carinii,  Mycobacterium  avium, 

Toxoplasma  gondii,  and  Pathogenic  Fungi.  The  offeror  must  at  the  time  of  proposal,  have  available  an  animal  system, 
including  relevant  strains  of  organisms  (as  applicable),  suitable  for  evaluation  of  therapies  with  potential  for 
treatment  of  the  organisms  specified.  The  proposed  test  system  must  approximate  the  clinical  manifestations  of  the 
infection  as  it  occurs  in  AIDS  or  should  have  documented  utility  as  a model  of  drug  efficacy  in  human  disease. 

Basic  model  development  is  not  part  of  this  effort.  Additional  studies  will  be  required  such  as  in  vitro  tests, 
determination  of  plasma  drug  concentrations,  and  prophylaxis  evaluation.  At  the  present  time,  NIAID  has  seven 
contracts  that  are  scheduled  to  end  in  1992  to  evaluate  new  drugs  for  the  following  organisms:  P.  carinii,  M.  avium, 
and  C.  albicans. 

This  Request  for  Proposals  (RFP)  will  be  divided  into  four  parts  (by  organism)  consisting  of:  (1)  Pneumocystis 
carinii,  (2)  Mycobacterium  avium,  (3)  Toxoplasma  gondii,  and  (4)  Pathogenic  Fungi  (which  includes  Cryptococcus, 
Histoplasma,  and  Candida).  There  will  be  a separate  work  statement  and  competitive  range  established  for  each  part. 
Offerors  may  respond  to  one  or  more  parts.  It  is  anticipated  that  one  or  more  contracts  will  be  awarded  per  part. 
This  NIAID-sponsored  project  will  take  approximately  five  years  to  complete.  A cost  reimbursement/completion 
contract  is  anticipated. 

This  is  an  announcement  for  an  anticipated  RFP.  RFP  NIH-NIAID-DAIDS-92-07  shall  be  issued  on  or  about  September  20, 
1991,  and  proposals  will  be  due  on  or  about  December  20,  1991.  Requests  for  the  RFP  shall  be  directed  in  writing 
to: 

Cyndie  Cotter 
Contract  Specialist 
Contract  Management  Branch 

National  Institute  for  Allergy  and  Infectious  Disease 
Control  Data  Building,  Room  326P 
6003  Executive  Blvd. 

Bethesda,  MD  20892 

To  receive  a copy  of  the  RFP,  supply  this  office  with  two  self-addressed  mailing  labels.  All  responsible  sources 
may  submit  a proposal  that  will  be  considered.  This  advertisement  does  not  commit  the  government  to  make  awards. 


MODEL  DEVELOPMENT  AND  EVALUATION  OF  THERAPIES  FOR  CRYPTOSPORIDIUM  INFECTION 

RFP  AVAILABLE:  N I H-N I AI D-DA I DS-92- 08 
P.T.  34;  K.W.  0755020,  0715103 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  Developmental  Therapeutics  Branch,  Basic  Research  and  Developmental  Program,  Division  of  AIDS,  National 
Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  has  a requirement  for  the  Model  Development  and  Evaluation  of 
Therapies  for  Cryptosporidium  Infection.  This  initiative  will  consist  of  two  phases.  In  Phase  I,  contractors  will 
develop,  over  a period  of  two  years,  a standardized  and  reproducible  small  animal  model  for  cryposoridiosis  that  is 
suitable  for  evaluation  of  therapies  with  potential  for  treatment  of  Cryptosporidium  parvum  infection  in  humans. 
Offerors  will  be  evaluated  on  the  applicability  and  suitability  of  the  proposed  animal  model  for  development  of  a 
therapy  evaluation  system  for  the  Cryptosporidium  infection.  The  Government  will  have  the  option  to  extend  the 
performance  period  for  one  or  more  contractors  who  have  satisfactorily  completed  the  requirements  of  Phase  I,  for  an 
additional  three  years  (Phase  II).  In  Phase  II,  contractors  will  evaluate  new  drugs  using  the  animal  models 
developed. 
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The  Request  for  Proposals  (RFP)  will  contain  qualification  criteria  requiring  offerors  to  provide  documentation  of 
an  adequate  source  and  delivery  schedule  of  viable  Cryptosporidium  parvum  oocysts.  This  announcement  is  a new 
solicitation.  Multiple  awards  are  anticipated  for  this  procurement. 

The  issuance  of  this  RFP  (NIH-NIAID-DAIDS-92-08)  will  be  on  or  about  October  7,  1991,  and  proposals  will  be  due  by 
close  of  business  on  or  about  January  7,  1992.  This  NIAID-sponsored  Phase  1 project  will  take  approximately  two 
years  to  complete.  A cost- reimbursement  contract  is  anticipated.  Requests  for  the  RFP  shall  be  directed  to: 

Mr.  Ross  Kelly 
Contract  Specialist 
Contract  Management  Branch 

National  Institute  for  Allergy  and  Infectious  Disease 
Control  Data  Building,  Room  326P 
6003  Executive  Boulevard 
Bethesda,  MD  20892 

To  receive  a copy  of  the  RFP,  supply  this  office  with  two  self-addressed  mailing  labels.  All  responsible  sources 
may  submit  a proposal  that  will  be  considered.  This  advertisement  does  not  commit  the  Government  to  make  awards. 


PLASMODIUM  FALCIPARUM  VACCINE  DESIGN  AND  PRODUCTION 

RFP  AVAILABLE:  NIH-NIAID-DMID-92-06 

P.T.  34;  K.W.  0715125,  0740075,  0755041 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  National  Institute  of  Allergy  and  Infectious  Diseases  has  a requirement  for  a facility  and  team  of  scientists  to 
construct  recombinant  malaria  antigens,  test  these  antigens  for  safety  and  immunogenici ty  in  small  animal  models, 
and  formulate  experimental  vaccines  for  clinical  testing  using  Good  Manufacturing  Practices.  This  requirement  is 
part  of  a cooperative  initiative  with  the  Agency  for  International  Development.  Respondents  must  have  facilities 
and  equipment  to  allow  the  construction  of  recombinant  antigen  genes  from  known  sequences  and  cloned  DNA  specimens, 
the  efficient  expression  of  recombinant  proteins,  protein  purification,  and  vaccine  formulation.  Quality  control, 
including  toxicological  evaluation  of  vaccines,  and  other  Good  Manufacturing  Practices  elements  must  also  be  a part 
of  the  capability.  The  Government  will  work  closely  with  the  contractor  in  the  design  of  vaccines.  Aspects  of  the 
preclinical  evaluation  and  clinical  trials  will  be  conducted  at  other  facilities. 

Any  contract  awarded  will  be  subject  to  DHHS  regulations  regarding  the  animal  subjects  in  research. 

One  contract  may  be  awarded  as  a result  of  this  solicitation.  It  is  expected  that  the  contract  will  have  a three- 
year  period  of  performance  with  options  for  two  additional  years. 

The  issuance  of  the  Request  for  Proposals  (RFP)  will  be  on  or  about  September  6,  1991,  and  proposals  will  be  due  by 
the  close  of  business  on  December  2,  1991.  Any  responsible  offeror  may  submit  a proposal  that  will  be  considered  by 
the  Government. 

To  receive  a copy  of  this  RFP,  supply  this  office  with  a request  in  writing  and  two  self-addressed  mailing  labels 
addressed  to: 

Mr.  Carl  R.  Henn 
Contract  Specialist 
Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Control  Data  Building,  Room  326P 
Bethesda,  MD  20892 

This  advertisement  does  not  commit  the  Government  to  make  an  award. 
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ENDOCRINOLOGY  OF  BODY  COMPOSITION 


RFA  AVAILABLE:  DK/HD-92-01 

P.T.  34;  K.W.  0785050,  0760025,  0760020,  0715006 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  January  15,  1992 
Appl  ication  Receipt  Date:  February  14,  1992 

PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  and  the  National  Institute  of  Child 
Health  and  Human  Development  (NICHD)  encourage  investigator-initiated  research  grant  (R01)  applications  for  support 
of  basic  and  clinical  studies  on  the  role  of  both  endogenous  and  administered  hormones  in  the  determination  of  body 
composition. 

BACKGROUND 

There  is  a clear  link  between  a number  of  hormones  and  body  composition,  yet  the  roles  of  these  hormones  in  the 
regulation  of  body  composition  remain  to  be  elucidated.  A precise  understanding  of  the  endocrine  regulation  of  body 
composition  in  humans,  and  of  other  health  outcomes  relating  to  intervention  in  this  system,  is  critical  to  a wide 
range  of  clinically  and  ethically  significant  issues.  A recent  report  that  growth  hormone  administration  to  a 
selected  small  group  of  elderly  men  increased  bone  density  and  lean  body  mass,  and  reduced  adiposity,  led  some  to 
suggest  that  growth  hormone  treatment  may  have  potential  beneficial  effects  in  the  elderly.  However,  significant 
questions  about  risks  and  benefits  of  growth  hormone  treatment  in  elderly  men  remain  to  be  answered,  as  do  questions 
about  a possible  role  of  growth  hormone  administration  in  older  women,  growth  hormone  deficient  adults,  burn 
victims,  and  other  conditions  associated  with  increased  catabolism. 

The  recent  rise  in  abuse  of  so  called  performance  enhancing  drugs  by  athletes  and  more  recently  by  teenagers  wishing 
to  improve  their  appearance  has  focussed  attention  on  the  physiologic  role  of  these  hormones  in  determining  body 
composition,  on  metabolism,  and  on  athletic  performance.  Variable  results  have  been  reported  on  the  effects  of 
treatment  with  high  dose  anabolic  steroids  and/or  growth  hormone  on  muscle  mass  and  athletic  performance.  A precise 
understanding  of  the  effects  of  these  hormones  on  peri-  and  post-pubertal  growth,  body  composition  and  performance 
is  a requisite  part  of  any  attempt  to  stem  the  abuse  of  these  drugs. 

The  balance  between  nutrient  intake  and  energy  expenditure  in  normal  individuals  is  influenced  by  a number  of 
determinants  such  as  age,  exercise,  gender,  and  nutrient  type.  Against  this  background,  the  role  and  mechanisms  of 
hormones  such  as  growth  hormone,  thyroid  hormone,  anabolic  and  other  steroids,  and  locally  or  systemically  acting 
growth  factors  in  determining  body  composition  require  elucidation  and  are  the  subjects  of  this  announcement. 

SCOPE 

Some  examples  of  research  topics  that  would  be  considered  responsive  to  this  announcement  include  the  following: 

o effects  of  recombinant  human  growth  hormone  (rhGH),  thyroid  hormone,  insulin-like  growth  factors,  anabolic  and 
other  steroids  or  other  hormones  on  carbohydrate,  fat,  protein,  and  mineral  metabolism; 

o relationship  between  growth  hormone  levels  and  loss  of  lean  body  mass  with  age; 

o effects  of  rhGH  therapy  in  specific  populations  including  the  elderly,  growth  hormone  deficient  adults,  burn 
victims,  and  other  conditions  associated  with  increased  catabolism; 

o the  effects  of  drugs  used  for  performance  or  image  enhancement,  such  as  anabolic  steroids  or  growth  hormone,  on 
body  mass  and  composition,  metabolic  function,  athletic  performance,  strength  and/or  growth  and  development; 

o identification  of  other  short-  or  long-term  effects  of  anabolic  steroids  or  growth  hormone  on  the  endocrine 
reproductive  or  immune  systems,  neoplasia,  behavior,  or  other  parameters; 

o the  effects  of  exercise  on  growth  hormone,  androgenic  steroid,  or  other  hormone  levels; 

o the  role  of  hormones  in  the  etiology  of  obesity  or  in  determining  the  obese  phenotype  (upper  or  lower  body 
obesi ty); 

o identification  of  sites  or  mechanisms  of  neuroendocrine  control  of  lean  body  mass  at  the  molecular  or  cellular 
level . 

These  areas  of  interest  are  not  listed  in  any  particular  order  nor  do  they  represent  a comprehensive  inventory  of 
research  topics  that  would  be  fostered  under  this  RFA.  While  work  proposed  may  utilize  human  or  animal  models,  or 
cell  lines,  the  goal  of  the  research  should  be  an  understanding  of  the  endocrine  processes  involved  in  the 
regulation  of  body  composition  in  hunans. 
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MECHANISM  OF  SUPPORT 


The  mechanism  of  support  for  this  program  will  be  the  traditional,  grant  (R01).  The  NIDDK  plans  to  support 
approximately  five  applications  and  the  NICHD  plans  to  support  two  to  three  applications  submitted  in  response  to 
this  solicitation;  however,  the  specific  number  to  be  funded  will  depend  upon  the  overall  merit,  the  scope  of  the 
applications  received,  and  availability  of  funds.  Up  to  $1.4  million  for  first-year  expenses,  and  additional 
expenses  for  up  to  five  years,  will  be  committed  to  fund  applications  submitted  in  response  to  the  RFA.  Although 
this  solicitation  is  included  in  the  sponsoring  Institutes  funding  plans  for  Fiscal  Year  1992  support  for  this 
solicitation  is  contingent  upon  receipt  of  appropriated  funds  for  this  purpose.  Since  a variety  of  approaches  would 
represent  valid  responses  to  this  solicitation,  it  is  anticipated  that  there  will  be  a range  of  costs  among 
individual  grants  awarded.  With  respect  to  post-award  administration,  the  current  policies  and  requirements  that 
govern  the  regular  research  grant  programs  of  the  PHS,  as  described  in  the  PHS  Grants  Policy  Statement,  will 
prevai l . 

REVIEW  PROCEDURES  AND  CRITERIA 

Upon  receipt,  applications  will  initially  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  Applications  also  will  be 
reviewed  by  staff  for  their  responsiveness  to  the  objectives  of  this  RFA.  Applications  will  first  be  reviewed  for 
scientific  and  technical  merit  by  an  Initial  Review  Group,  that  will  be  convened  by  the  Review  Branch,  Division  of 
Extramural  Activities,  NIDDK.  The  applications  will  then  be  reviewed  by  the  National  Diabetes  and  Digestive  and 
Kidney  Disease  Advisory  Council  and  the  National  Advisory  Child  Health  and  Human  Development  Council.  Review 
criteria  include  the  extent  of  relevance  and/or  contribution  of  the  proposed  research  to  the  overall  goals  and 
objectives  of  the  RFA;  the  novelty,  originality,  and  feasibility  of  the  approach;  the  adequacy  of  the  experience, 
and  research  competence  of  the  investigator(s);  the  adequacy  of  the  experimental  design;  the  suitability  of  the 
facilities;  and  the  appropriateness  of  the  requested  budget  to  the  work  proposed. 

METHOD  OF  APPLYING 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88),  that  is  available  from  an  applicant  institution's 
Office  of  Sponsored  Research  and  from  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes 
of  Health,  Westwood  Building,  Room  449,  5333  Westbard  Avenue,  Bethesda,  MD  20892  telephone  (301)  496-7441.  Use  the 
conventional  format  for  research  project  grant  applications  and  ensure  that  the  points  identified  in  the  RFA  in  the 
section  on  "Review  Procedures  and  Criteria"  are  fulfilled.  To  identify  the  application  as  a response  to  this  RFA 
check  "yes"  on  item  two  of  page  one  of  the  application  and  enter  the  title  "Endocrinology  of  Body  Composition"  and 
the  RFA  number  DK/HD-92-01.  Applications  must  be  received  by  February  14,  1992,  to  be  considered. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

NIH  policy  requires  that  applicants  for  clinical  research  grants  and  cooperative  agreements  include  minorities  and 
women  in  study  populations  so  that  research  findings  can  benefit  all  persons  with  the  disease,  disorder  or  condition 
under  study.  Specific  information  concerning  the  NIH  policy  on  inclusion  of  women  and  minorities  can  be  found  in 
the  NIH  Guide  for  Grants  and  Contracts  Vol.  19,  No.  31,  August  24,  1990,  pages  18-19,  and  Vol.  19,  No.  35,  September 
28,  1990,  respecti vely. 

INQUIRIES 

For  copies  of  the  RFA  or  for  further  information,  investigators  are  encouraged  to  contact  the  following  individuals: 

Philip  F.  Smi th,  Ph.D. 

Director,  Endocrinology  Research  Program 

Division  of  Diabetes,  Endocrinology,  and  Metabolic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

National  Institutes  of  Health 

Westwood  Bldg,  Room  603 

Bethesda,  MD  20892 

Telephone:  (301)  496-7341 

Gilman  D.  Grave,  M.D. 

Chief,  Endocrinology,  Nutrition  and  Growth  Branch 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

National  Institutes  of  Health 

Executive  Plaza  North,  Room  637 

Bethesda,  MD  20892 

Telephone:  (301)  496-5593 

Bruce  R.  Butrum 
Grants  Management  Specialist 
Grants  Management  Branch 
Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Bldg,  Room  649 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 
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E.  Douglas  Shawver 
Grants  Management  Branch 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  505 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.846;  No.  93.847,  Diabetes,  Endocrinology, 
and  Metabolism;  and  No.  93.855,  Research  for  Mothers  and  Children.  Awards  will  be  made  under  the  authority  of  the 
Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under 
PHS  grant  policies  and  Federal  Regulations  42  CFR  part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


EPIDEMIOLOGIC  STUDY  OF  ADENOCARCINOMAS  OF  THE  ESOPHAGUS  AND  GASTRIC  CARDIA 

RFA  AVAILABLE:  CA-91-21 

P.T.  34;  K.U.  0715035,  0785055,  0715085 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  November  15,  1991 
Application  Receipt  Date:  December  11,  1991 

PURPOSE 

The  Epidemiology  and  Biostatistics  Program  (EBP)  of  the  Division  of  Cancer  Etiology  (DCE)  invites  cooperative 
agreement  applications  from  investigators  to  participate,  with  the  assistance  of  the  National  Cancer  Institute 
(NCI),  in  an  epidemiologic  study  to  identify  risk  factors  for  adenocarcinomas  of  the  esophagus  and  gastric  cardia 
and  contrast  them  with  risk  factors  for  other  cancers  of  the  esophagus  and  stomach.  Subjects  for  study  will  be 
patients  newly  diagnosed  with  these  cancers  and  appropriate  controls.  The  assistance  mechanism  used  to  support 
these  studies  will  be  the  cooperative  agreement,  which  is  similar  to  a traditional  research  grant,  but  in  which  NCI 
scientific  staff  participate  with  study  investigators  as  partners  in  the  research  effort. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Request  for  Applications  (RFA) 
entitled,  Epidemiologic  Study  of  Adenocarcinomas  of  the  Esophagus  and  Gastric  Cardia,  is  related  to  the  priority 
area  of  prevention  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock 
No.  017-001-00474-0  or  Summary  Report:  Stock  No.  017-001  - 00473 - 1 ) through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325,  telephone  (202)  783-3238. 

BACKGROUND 

Recent  analyses  of  incidence  data  from  the  Surveillance,  Epidemiology  and  End  Results  (SEER)  program  of  cancer 
registration  covering  approximately  10  percent  of  the  U.S.  population  have  revealed  sharply  rising  rates  during 
1976-87  for  adenocarcinomas  of  the  esophagus  and  gastric  cardia.  The  increases  among  males  in  this  period  ranged 
from  4 to  10  percent  per  year,  outpacing  rises  in  skin  melanoma,  non-Hodgkin's  lymphomas,  and  other  cancers.  In 
contrast,  there  were  relatively  stable  trends  for  squamous  cell  carcinoma  of  the  esophagus  and  slight  declines  for 
adenocarcinoma  of  more  distal  portion  of  the  stomach.  The  adenocarcinomas  of  the  esophagus  and  gastric  cardia 
disproportionately  affected  white  males  and  rarely  occurred  among  women.  The  male:female  ratios  for  these  cancers 
exceeded  five,  the  greatest  relative  excess  for  any  cancer  except  lip  cancer.  By  the  mid-1980s,  among  white  males, 
adenocarcinomas  accounted  for  about  one-third  of  all  esophageal  cancers,  while  cardia  cancers  accounted  for  about 
one-half  of  all  stomach  cancers  with  subsite  specified.  The  annual  age-adjusted  incidence  rate  for  white  males  for 
adenocarcinomas  of  the  esophagus  and  gastric  cardia  combined  was  5.1  per  100,000. 

The  unexplained  increase  in  incidence  rates,  which  has  also  been  observed  in  western  Europe,  points  to  the  need  for 
investigation  into  the  causes  of  these  poorly  understood  cancers.  Reasons  for  the  striking  racial  differences 
between  these  cancers  and  squamous  cell  carcinomas  of  the  esophagus  or  adenocarcinomas  occurring  elsewhere  in  the 
stomach  also  remain  to  be  determined.  Because  of  their  rarity  in  the  past,  however,  few  epidemiologic  studies  have 
evaluated  risk  factors  for  esophageal  adenocarcinoma  and/or  gastric  cardia  cancer. 

RESEARCH  GOALS  AND  SCOPE 

This  initiative  proposes  new  research  into  the  etiology  of  these  emergent  cancers.  It  will  be  the  first  systematic 
analytic  epidemiologic  study  of  adenocarcinomas  of  the  esophagus  and  gastric  cardia  and  enable  exploration  of 
associations  with  a variety  of  possible  environmental  and  host  determinants.  Its  objectives  are  to  identify  risk 
factors  for  adenocarcinomas  of  the  esophagus  and  gastric  cardia  and  contrast  them  with  risk  factors  for  other 
cancers  of  the  esophagus  and  stomach. 
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Cooperative  agreements  will  be  sought  to  enable  the  conduct  of  a multi -center,  case-control  study.  Cases  will  be 
patients  newly  diagnosed  during  a recent  period  with  adenocarcinoma  of  the  esophagus  or  gastric  cardia.  To  compare 
characteristics  of  these  patients  with  those  of  persons  with  other  esophageal  and  stomach  cancers,  it  is  anticipated 
that  approximately  equal  numbers  of  squamous  cell  carcinomas  of  the  esophagus  and  adenocarcinomas  elsewhere  in  the 
stomach  of  similar  age,  sex,  and  race  will  also  be  included.  Controls  from  the  populations  from  which  the  cases 
arose  would  be  selected  for  comparison  with  the  cancer  patients.  To  ensure  sufficient  numbers  of  cases  for  pooled 
statistical  analyses  of  a variety  of  environmental  and  host  factors  it  is  anticipated  that,  across  all  centers,  at 
least  250  patients  recently  or  newly  diagnosed  with  esophageal  adenocarcinoma  and  at  least  250  with  gastric  cardia 
cancer  will  need  to  be  enrolled. 


MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  cooperative  agreement,  an  assistance  mechanism  in  which  substantial  NIH 
programmatic  involvement  with  the  recipient  during  performance  of  the  planned  activity  is  anticipated.  Applicants 
will  be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed  project. 

Approximately  $750,000  in  total  costs  per  year  for  three  years  will  be  committed  to  specifically  fund  applications 
which  are  submitted  in  response  to  this  RFA.  It  is  anticipated  that  three  to  four  awards  will  be  made.  This  funding 
level  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  The  total 
project  period  for  applications  submitted  in  response  to  the  present  RFA  should  not  exceed  three  years.  The 
earliest  feasible  start  date  for  the  initial  awards  will  be  June  1,  1992.  Although  this  program  is  provided  for  in 
the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  the  RFA  is  also  contingent  upon  the  availability  of 
funds  for  this  purpose. 

ELIGIBILITY  REQUIREMENTS 

Non-profit  and  for-profit  organizations  and  institutions,  governments  and  their  agencies  are  eligible  to  apply. 
Foreign  institutions  are  also  eligible. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

INQUIRIES 


Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  the  RFA  and  inquiries  about  whether  or  not 
specific  proposed  research  would  be  responsive  are  encouraged  and  are  to  be  directed  to  the  following: 

Administrative  Coordinator 
G.  Iris  Obrams,  M.D.,  Ph.D. 

National  Cancer  Institute 
EPN,  Room  535 
Bethesda,  MD  20892 
Telephone:  (301)  496-9600 
Fax:  (301)  496-9146 


Grants  Management  Contact 
Sara  Stone 

National  Cancer  Institute 
EPN,  Room  243 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800 
Fax:  (301)  496-8601 

Scientific  Coordinator 
William  J.  Blot,  Ph.D. 

National  Cancer  Institute 
EPN,  Room  431 
Bethesda,  MD  20892 
Telephone:  (301)  496-4153 
Fax:  (301)  402-0081 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.393,  Cancer  Cause  and  Prevention 
Research.  Awards  are  under  authorization  of  the  Public  Health  Service  Act,  Section  301(c)  and  Section  402  (Public 
Law  78-410,  as  amended;  42  USC  241;  42  USC  282)  and  administered  under  PHS  grant  policies  and  Federal  regulation  42 
CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 
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MECHANISMS  OF  MULTISTAGE  CARCINOGENESIS  IN  THE  PROSTATE 


RFA  AVAILABLE:  CA-91-31 


P.T.  34;  K.W.  0715035,  0715085,  0715085,  0785140,  0755020 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  October  1,  1991 
Application  Receipt  Date:  December  20,  1991 

PURPOSE 


The  Chemical  and  Physical  Carcinogenesis  Branch,  Division  of  Cancer  Etiology  (DCE),  National  Cancer  Institute  (NCI), 
invites  investigator-initiated  research  grant  applications  (R01s)  to  elucidate  the  basic,  complex  mechanisms  of 
multistage  carcinogenesis  in  the  prostate.  New  advances  in  prostate  tissue  and  cell  culture  and  descriptions  of 
potentially  useful  animal  models,  coupled  with  rapid  advancements  in  molecular  biology  and  improvement  in  the 
general  understanding  of  human  carcinogenesis  processes,  may  provide  the  foundation  for  major  new  insights, 
including  identification  of  the  cellular  and  molecular  mechanisms  and  environmental  causes  of  transformation  to 
invasive  cancer  forms  in  normal  and  latent  prostatic  epithelial  cells.  New  and  experienced  investigators  in 
relevant  fields  and  disciplines  may  apply  for  funds  to  pursue  investigations  in  animal  and  human  prostatic 
epithelial  cells. 

HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Request  for  Applications  (RFA), 
Mechanisms  of  Multistage  Carcinogenesis  in  the  Prostate,  is  related  to  the  priority  area  of  cancer.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-  001-00474-0  or  Summary  Report: 
Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325,  telephone  (202)  783-3238. 

ELIGIBILITY  REQUIREMENTS 


Applications  may  be  submitted  by  domestic  and  foreign,  for-  profit  and  non-profit,  public  and  private  organizations, 
such  as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local  governments,  and  eligible  agencies 
of  the  Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 


Support  of  this  program  will  be  through 
be  responsible  for  the  planning,  directi 
applications  submitted  in  response  to  th 
initial  awards  will  be  July  1,  1992. 


the  National  Institutes  of  Health 
on,  and  execution  of  the  proposed 
is  RFA  may  not  exceed  five  years. 


(NIH)  grant-in-aid  (ROD.  Applicants  will 
project.  The  total  project  period  for 
The  earliest  feasible  start  date  for  the 


FUNDS  AVAILABLE 


$1,000,000  per  year  for  five  years  will  be  committed  to  specifically  fund  applications  submitted  in  response  to  this 
RFA.  It  is  anticipated  that  five  to  seven  awards  will  be  made.  This  funding  level  is  dependent  upon  the  receipt  of 
a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the 
financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  the  availability  of  funds 
for  this  purpose. 

RESEARCH  GOALS  AND  SCOPE 


The  goal  of  this  initiative  is  to  accelerate  further  understanding  of  carcinogenesis  in  the  prostate  gland  in 
animals  and  man.  Integrated  studies  are  encouraged  in  one  or  more  of  the  following  categories:  (a)  cell  biology 
and  carcinogenesis,  including  identification  of  prostatic  epithelial  cells  undergoing  change;  (b)  carcinogen 
metabolism,  including  comparative  metabolism,  repair,  and  adduct  formation  between  animals  and  man  and  from 
inter/intra  individual  donors;  (c)  molecular  mechanisms,  including  molecular  markers  of  change  throughout 
transformation  of  an  epithelial  cell;  (d)  cellular  mechanisms,  including  cell-cell  interactions  and  responses  to 
endogenous  and  exogenous  factors;  and  (e)  appropriate  models,  including  suitable  in  vitro  or  animal  models  for 
prostate  epithelial  cell  carcinogenesis. 


SPECIAL  INSTRUCTIONS  FOR 


INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH 
women  and  minorities  in  study  populations.  If 
clinical  studies,  a specific  justification  for 
documentation  will  not  be  accepted  for  review, 
inclusion  of  women  is  not  applicable.  However 


requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  or  minorities  are  not  included  in  the  study  populations  for 
this  exclusion  must  be  provided.  Applications  without  such 
Due  to  the  specific  subject  of  this  RFA,  i.e.,  prostate  cancer, 

, the  inclusion  of  minorities  remains  relevant. 


the 
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APPLICATION  PROCEDURES 


Applications  must  be  received  by  close  of  business  December  20,  1991.  The  research  grant  application  form  PHS  398 
(revised  10/88)  must  be  used  in  applying  for  awards  under  this  RFA.  The  application  package  is  available  at  most 
institutional  business  offices;  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Westwood  Building,  Room  449,  5333  Westbard  Avenue,  Bethesda,  MD  20892,  telephone  (301)  496- 
7441;  and  from  the  NCI  Program  Director  named  below. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  October  1,  1991,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the  names  of  other  key  personnel,  the 
participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  is  being 
submitted.  Such  letters  are  requested  for  the  purpose  of  obtaining  an  indication  of  the  number  and  scope  of 
applications  to  be  received.  A letter  of  intent  is  not  binding,  is  not  a requirement  of  submission,  and  does  not 
enter  into  the  review  of  the  application.  The  letter  of  intent  is  to  be  sent  to: 

Dr.  David  G.  Longfellow 

Chief,  Chemical  and  Physical  Carcinogenesis  Branch 

Division  of  Cancer  Etiology 

National  Cancer  Institute 

Executive  Plaza  North,  Suite  700 

Bethesda,  MD  20892 

Telephone:  (301)  496-5471 

FAX:  (301)  496-1040 

INQUIRIES 

This  Notice  of  Availability  is  an  abbreviated  version  of  the  RFA.  Copies  of  the  complete  RFA  and  written  and 
telephone  inquiries  concerning  the  objectives  and  scope  of  the  RFA,  and  inquiries  about  whether  or  not  specific 
proposed  research  would  be  responsive,  are  encouraged  and  are  to  be  directed  to  Dr.  Longfellow  at  the  above  address. 
The  Program  Director  welcomes  the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants. 

Written  and  telephone  inquiries  of  a budgetary,  administrative,  and/or  policy  nature  are  to  be  directed  to: 

Ms.  Sara  Stone 

Grants  Management  Team  Leader 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Suite  243 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800,  Ext.  66 
FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.393,  Cancer  Cause  and  Prevention 
Research.  Awards  are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law 
78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements 
of  Executive  Order  12372  or  Health  Systems  Agency  review. 


THE  DECISION  PROCESS  SURROUNDING  THE  CHOICE  OF  NORPLANT  AS  A CONTRACEPTIVE  BY  U.S.  WOMEN 

RFA  AVAILABLE:  HD-92-03 
P.T.  34;  K.W.  0750020,  0404000 

National  Institute  of  Child  Health  and  Human  Development 
Application  Receipt  Date:  December  20,  1991 

The  Center  for  Population  Research  (CPR)  of  the  National  Institute  of  Child  Health  and  Human  Development  (NICHD) 
invites  scientists  to  submit  grant  applications  for  the  support  of  research  on  behavioral  aspects  of  the  adoption 
and  utilization  of  NORPLANT  by  U.S.  women.  Research  on  the  behavioral  aspects  of  contraceptive  use  is  an  important 
part  of  the  program  of  the  Demographic  and  Behavioral  Sciences  Branch  within  the  Center  for  Population  Research. 

The  recent  Food  and  Drug  Administration  (FDA)  approval  of  NORPLANT  provides  an  opportunity  for  observing  the 
introduction  and  adoption  process  in  the  U.S.  of  a new  method  of  reversible  contraception.  Initial  research  on  the 
product  indicates  that  it  promises  ease  of  use  and  high  efficacy,  although  it  has  a variety  of  side  effects  that  may 
trouble  some  unknown  proportion  of  users  or  potential  users.  Most  of  the  prior  research  on  this  contraceptive  has 
been  done  in  developing  countries.  As  of  now,  there  has  been  little  research  on  how  U.S.  women,  with  different 
contraceptives  available,  will  accept  this  method. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000",  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  The  Decision  Process 
Surrounding  the  Choice  of  NORPLANT  As  a Contraceptive  By  U.S.  Women,  is  related  to  two  of  the  priority  areas: 
health  promotion  --  family  planning;  and  preventive  services  --  maternal  and  infant  health.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report:  Stock  No. 
017-001-00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325, 
telephone  (202)  783-3238. 


Proposed  research  must  include  investigation  into  the  decision  processes  leading  to  consideration,  adoption, 
continuation,  and  discontinuation  of  this  method.  The  incidence  and  prevalence  of  side  effects  and  which  side 
effects  convince  which  women  to  discontinue  the  method  are  also  of  interest. 


Another  important  question  is  how  NORPLANT  acceptability  may  vary  among  groups  of  women  for  whom  the  method  is 
clinically  appropriate. 

This  research  will  require  longitudinal  follow-up  of  women  who  do  choose  NORPLANT  as  a contraceptive  method,  and  may 
additionally  involve  appropriate  comparison  groups.  The  nature  of  the  research  encourages  cross-  disciplinary 
applications.  However,  the  grant  will  not  provide  payment  for  NORPLANT,  its  insertion,  and  removal. 


SPECIAL  INSTRUCTIONS  FOR 


INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH 
women  and  minorities  in  study  populations.  If 
clinical  studies,  a specific  justification  for 
documentation  will  not  be  accepted  for  review. 


requires  applicants  to  give  special  attention  to  the  inclusion 
women  or  minorities  are  not  included  in  the  study  populations 
this  exclusion  must  be  provided.  Applications  without  such 


of 

for 


For  a copy  of  the  full  RFA  please  contact: 

Susan  F.  Newcomer,  Ph.D. 

Demographic  and  Behavioral  Science  Branch 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  611 

Bethesda  MD  20892 

Telephone:  (301)  496-1174 

FAX:  (301)  496-0962 

For  questions  concerning  budget  and  fiscal  matters,  contact: 

Metorda  Nelson 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  505 
Rockville,  MD  20892 
Telephone:  (301)  496-5481 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.864,  Population  Research.  Awards  will 
be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410  as  amended; 
42  USC  241)  and  administered  under  PHS  Grant  Policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74. 

This  program  is  not  subject  to  the  intergovernmental  requirements  of  Executive  Order  No.  12372  or  to  Health  Systems 
Agency  review. 


UNDERSTANDING  THE  MECHANISMS  OF  HORMONAL  CARCINOGENESIS 

RFA  AVAILABLE:  CA-91-30 


P.T.  34;  K.W.  0715035,  0760025,  0785140 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  October  1,  1991 
Application  Receipt  Date:  December  12,  1991 

PURPOSE 


The  Chemical  and  Physical  Carcinogenesis  Branch,  Division  of  Cancer  Etiology  (DCE),  National  Cancer  Institute  (NCI), 
invites  invest igator- ini t iated  research  grant  applications  (R01s)  to  elucidate  the  basic,  complex  mechanisms  of 
hormonal  carcinogenesis.  Included  are  the  basic  mechanisms  of  steroid  hormones,  particularly  sex  hormones,  in  the 
etiology  of  cancer.  This  area  of  research  is  in  need  of  an  enhanced  level  of  interaction  between  endocrinologists, 
toxicologists,  pharmacologists,  biochemists,  organic  chemists,  epidemiologists,  pathologists,  and  cell  and  molecular 
biologists.  New  and  experienced  investigators  in  relevant  fields  and  disciplines  may  apply  for  funds  to  pursue 
investigations  on  mechanisms  of  hormonal  carcinogenesis  in  experimental  animal  systems,  in  vitro  and  in  vivo,  and  in 
human  tissues  in  vitro. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Request  for  Applications  (RFA), 
Understanding  the  Mechanisms  of  Hormonal  Carcinogenesis,  is  related  to  the  priority  area  of  cancer.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or  Summary  Report: 
Stock  No.  017-001-00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325,  telephone  (202)  783-3238. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit,  public  and  private  organizations, 
such  as  universities,  colleges,  hospitals,  laboratories,  units  of  state  and  local  governments,  and  eligible  agencies 
of  the  Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  National  Institutes  of  Health  (NIH)  grant-in-aid  (R01).  Applicants  will 
be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed  project.  The  total  project  period  for 
applications  submitted  in  response  to  this  RFA  may  not  exceed  five  years.  The  earliest  feasible  start  date  for  the 
initial  awards  will  be  July  1,  1992. 

FUNDS  AVAILABLE 

$1,500,000  per  year  for  five  years  will  be  committed  to  specifically  fund  applications  submitted  in  response  to  this 
RFA.  It  is  anticipated  that  seven  to  ten  awards  will  be  made.  This  funding  level  is  dependent  upon  the  receipt  of 
a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the 
financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  the  availability  of  funds 
for  this  purpose. 

RESEARCH  GOALS  AND  SCOPE 

The  goals  of  this  initiative  are  two-fold:  (1)  to  elucidate  basic  mechanisms  of  steroid  hormone  action  that  relate 
to  the  possible  roles  of  hormones,  particularly  sex  hormones,  as  carcinogens;  and  (2)  to  provide  a means  to  enhance 
multidisciplinary  investigations,  including  consort ial  arrangements.  Research  to  be  funded  under  this  RFA  includes, 
but  is  not  limited  to,  studies  on:  (1)  the  hormonal  metabolites  that  could  lead  specifically  to  genetic  damage  or 
chromosomal  malfunction,  i.e.,  chromosomal  fragmentation,  non-disjunction,  altered  repair  processes,  or  shifts  in 
DNA  methylation  states;  (2)  karyotypic,  cytogenetic,  and  morphologic  changes  in  models  of  hormonal  carcinogenesis; 
(3)  the  role  of  androgens,  anabolic  agents  and  progestins  in  hormonal  carcinogenesis  in  organ  sites  such  as  the 
liver  and  mammary  gland;  (4)  establishment  of  new  in  vitro  experimental  models  for  studying  hormonal  carcinogenesis 
in  various  understudied  organ  sites  such  as  pituitary,  testis,  and  uterus;  (5)  the  role  of  specific  hormones  in  the 
oncogenic  process  through  the  use  of  transgenic  animals  or  gene  transfected  cells;  and  (6)  molecular  mechanisms  of 
hormonally  induced  carcinogenesis,  e.g.,  DNA  base  sequence  changes,  genetic  or  epigenetic  mechanisms. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

Applications  must  be  received  by  close  of  business  December  12,  1991.  The  research  grant  application  form  PHS  398 
(revised  10/88)  must  toe  used  in  applying  for  awards  under  this  RFA.  The  application  package  is  available  at  most 
institutional  business  offices;  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Westwood  Building,  Room  449,  5333  Westbard  Avenue,  Bethesda,  MD  20892,  telephone  (301)  496- 
7441;  or  from  the  NCI  Program  Director  named  below. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  by  October  1,  1991,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the  names  of  other  key  personnel,  the 
participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  is  being 
submitted.  Such  letters  are  requested  for  the  purpose  of  obtaining  an  indication  of  the  number  and  scope  of 
applications  to  be  received.  A letter  of  intent  is  not  binding,  is  not  a requirement  of  submission,  and  does  not 
enter  into  the  review  of  the  application.  The  letter  of  intent  is  to  be  sent  to: 
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Dr.  Lea  I.  Sekely 
Carcinogenesis  Mechanisms 
Chemical  and  Physical  Carcinogenesis  Branch 
Division  of  Cancer  Etiology 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  700 
Bethesda,  MD  20892 
Telephone:  (301)  496-5471 
FAX:  (301)  496-1040 

INQUIRIES 

This  Notice  of  Availability  is  an  abbreviated  version  of  the  RFA.  Copies  of 
telephone  inquiries  concerning  the  objectives  and  scope  of  the  RFA,  and  inqui 
proposed  research  would  be  responsive,  are  encouraged  and  are  to  be  directed 
The  Program  Director  welcomes  the  opportunity  to  clarify  any  issues  or  questi 

Written  or  telephone  inquiries  of  a budgetary,  administrative,  and/or  policy 

Ms.  Sara  Stone 

Grants  Management  Team  Leader 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Suite  243 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800,  Ext.  66 
FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.393,  Cancer  Cause  and  Prevention 
Research.  Awards  are  made  under  the  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law 
78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements 
of  Executive  Order  12372  or  Health  Systems  Agency  review. 


the  complete  RFA  and  written  and 
ries  about  whether  or  not  specific 
to  Dr.  Sekely  at  the  above  address, 
ons  from  potential  applicants. 

nature  should  be  directed  to: 


EVALUATION  OF  ADHERENCE  INTERVENTIONS  IN  CLINICAL  TRIALS 

RFA  AVAILABLE:  HL-91-08-P 

P.T.  34;  K.U.  0755015,  0715040,  0715165,  0715032 

National  Heart,  Lung,  and  Blood  Institute 
National  Center  for  Nursing  Research 

Letter  of  Intent  Receipt  Date:  October  1,  1991 
Application  Receipt  Date:  November  19,  1991 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  and  the  National  Center  for  Nursing  Research  (NCNR)  announce 
the  availability  of  a Request  for  Applications  (RFA).  The  purpose  of  this  initiative  is  to  evaluate  the 
effectiveness  of  intervention  strategies  designed  to  enhance  patient  adherence  in  clinical  trials  of  pharmacologic 
therapies  in  the  areas  of  cardiovascular,  lung,  and  blood  diseases.  Studies  responsive  to  this  solicitation  must 
systematically  compare  the  effects  of  two  or  more  intervention  strategies  on  patient  adherence  within  a clinical 
trial,  using  experimental  designs,  well-defined  measures  of  adherence,  and  comparisons  of  the  cost-effectiveness  of 
the  different  strategies  tested.  Respondents  must  demonstrate  knowledge  of  adherence  theory  and  research  and 
clinical  trial  methodology  and  must  demonstrate  access  to  an  appropriate  clinical  trial  within  which  to  conduct  the 
study. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
'Healthy  People  2000,'  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Evaluation  of  Adherence 
Interventions  in  Clinical  Trials,  is  related  to  the  priority  area  of  heart  disease  and  stroke.  Potential  applicants 
may  obtain  a copy  of  'Healthy  People  2000'  (Full  Report:  Stock  No.  017-001-00474-0)  or  'Healthy  People  2000' 
(Summary  Report:  Stock  No.  017-001-  00473 - 1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  cooperative  agreement  (U01).  Although  approximately  $2.7  million 
in  total  costs  for  this  program  is  included  in  the  financial  plans  for  fiscal  year  1992,  award  of  grants  pursuant  to 
this  RFA  is  contingent  upon  receipt  of  funds  for  this  purpose.  It  is  anticipated  that  four  grants  will  be  awarded 
under  this  program.  The  specific  number  to  be  funded,  however,  will  depend  on  the  merit  and  scope  of  the 
applications  received  and  the  availability  of  funds. 
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SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

Letter  of  Intent.  Prospective  applicants  are  asked  to  submit  a letter  of  intent  that  includes  a descriptive  title, 
names  of  the  Principal  and  Co- Investigators,  and  identify  cooperating  institutions.  The  NIH  requests  such  letters 
only  for  the  purpose  of  providing  an  indication  of  the  number  and  scope  of  applications  to  be  received  and  usually 

does  not  acknowledge  their  receipt.  A letter  of  intent  is  not  binding,  and  it  will  not  enter  into  the  review  of  any 

application  subsequently  submitted,  nor  is  it  a necessary  requirement  for  applications.  This  letter  of  intent  to  be 

received  no  later  than  October  1,  1991,  is  to  be  sent  to: 

C.  James  Scheirer,  Ph.D. 

Review  Branch 

Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  548 
5333  Westbard  Avenue 
Bethesda,  MD  20892 

INQUIRIES 

Inquiries  regarding  this  program  and  requests  for  the  complete  RFA  document  are  to  be  addressed  to  any  of  the 
program  administrators  listed: 

Susan  M.  Cza jkowski , Ph.D. 

Social  Science  Analyst 

Behavioral  Medicine  Branch,  DECA 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  216 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-9380 

FAX:  (301)  480-2435 

Sharlene  M.  Weiss,  Ph.D.,  R.N. 

Chief,  Health  Promotion/Disease  Prevention  Branch 

National  Center  for  Nursing  Research 

Building  31,  Room  5B03 

9000  Rockvi l le  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-0523 

FAX:  (301)  480-4969 

Eleanor  Schron,  M.S.,  R.N. 

Public  Health  Analyst/Scientific  Project  Officer 

Clinical  Trials  Branch,  DECA 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  5C-10 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-4323 

FAX:  (301)  402-0517 

For  fiscal  and  administrative  matters,  contact: 

Ms.  Jane  Davis 

Chief,  Blood  Diseases  and  Resources  Section 

Grants  Operations  Branch,  DEA 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A-15 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-7255 

FAX:  (301)  402-1200 

The  programs  of  the  Division  of  Epidemiology  and  Clinical  Applications,  National  Heart,  Lung,  and  Blood  Institute, 
and  the  National  Center  for  Nursing  Research,  are  identified  in  the  Catalog  of  Federal  Domestic  Assistance,  numbers 
93.837-93.839  and  93.361,  respectively.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act, 
Section  301  (42  U.S.  241)  and  administered  under  PHS  grants  policies  and  Federal  regulations,  most  specifically  42 
CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372,  or  to  a Health  Systems  Agency  review. 
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ERRATUM 


NEW  THERAPEUTIC  APPROACHES  TO  THE  TREATMENT  OF  PROSTATE  CANCER 

RFA:  CA-91-16 

P.T.  34;  K.U.  0715035,  0745070 

National  Cancer  Institute 

Appl  ication  Receipt  Date:  October  15,  1991 

The  Division  of  Cancer  Treatment  of  the  National  Cancer  Institute  would  like  to  amend  Request  for  Applications  (RFA) 
CA-91-16  titled  "New  Therapeutic  Approaches  to  the  Treatment  of  Prostate  Cancer"  published  (in  full  RFA)  May  24, 
1991,  Vol.20,  No.  20.  The  statement  under  the  "Research  Goals  and  Scope"  addressing  potential  racial  differences  in 
clinical  and  laboratory  parameters  is  corrected  to  read: 

"Analysis  of  potential  racial  differences  in  clinical  and  laboratory  parameters  must  be  considered,  where  relevant 
and  feasible." 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  RFA  and  inquiries  about  whether  or  not 
specific  proposed  research  would  be  responsive  are  encouraged  and  are  to  be  directed  to: 

Ms.  Diane  Bronzert 
Program  Di rector 

Cancer  Therapy  Evaluation  Program 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Room  734 
Bethesda,  MD  20892 
Telephone:  (301)  496-8866 
FAX:  (301)  480-4663 


ONGOING  PROGRAM  ANNOUNCEMENTS 


ACADEMIC  AUARD  IN  SYSTEMIC  AND  PULMONARY  VASCULAR  DISEASE 

PA:  PA-91-86 

P.T.  34;  K.U.  0705015,  0705065,  0715165,  0715135,  0715115 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date;  October  14,  1991 
Application  Receipt  Date:  December  9,  1991 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI ) announces  the  second  competition  for  an  Academic  Award  in 
Systemic  and  Pulmonary  Vascular  Disease.  Copies  of  the  Program  Guidelines  are  currently  available  from  staff  of  the 
NHLBI. 

OBJECTIVES  OF  THE  AWARD 

(1)  To  stimulate  the  development  and  coordination  of  clinical,  educational,  and  research  programs  in  schools  of 
medicine  or  osteopathy  directed  toward  enhancement  of  diagnostic  and  therapeutic  skills  in  the  clinical  management 
of  patients  with  a wide  variety  of  vascular  diseases; 

(2)  to  promote  professional  development  of  the  awardee,  where  needed,  so  that  he/she  can  serve  as  the  focal  point 
for  multidisciplinary  interactions  promoting  effectiveness  in  clinical  care,  teaching,  and  research  in  the  field  of 
vascular  medicine;  and 

(3)  to  enable  the  grantee  institution  to  continue  clinical,  educational,  and  research  programs  in  vascular  medicine 
once  the  award  is  concluded. 

For  the  purposes  of  this  award,  vascular  medicine  is  defined  as  the  clinical  discipline  that  has  as  its  objectives: 
the  clinical  characterization  of  vascular  diseases  (arterial,  venous,  lymphatic,  cerebral,  coronary,  pulmonary, 
aortic,  renal,  and  peripheral),  the  pathogeneses  of  these  diseases  (including  atherosclerosis,  lipid  metabolic 
disorders,  systemic  and  pulmonary  hypertension,  lymphedema,  thrombosis,  vasculitis,  and  vasospastic  disorders),  and 
the  diagnostic,  therapeutic,  and  preventive  approaches  to  these  diseases. 
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ELIGIBILITY 


Each  school  of  medicine  or  osteopathy  in  the  United  States  and  its  possessions  or  territories  is  eligible  to  compete 
for  a nonrenewable  Academic  Award  in  Systemic  and  Pulmonary  Vascular  Disease  for  a project  period  that  does  not 
exceed  five  years.  The  awardee  must  hold  the  M.D.  or  D.O.  degree  or  their  equivalent.  Women  and  minority 
applicants  are  encouraged  to  apply.  Only  one  application  per  institution  will  be  accepted  for  review  for  a given 
receipt  date. 

MECHANISMS  OF  SUPPORT 

Subject  to  the  availability  of  funds  and  consonant  with  the  objectives  of  the  Academic  Award  in  Systemic  and 
Pulmonary  Vascular  Disease,  the  NHLBI  will  provide  support  for  a project  period  of  five  years.  An  average  total 
(direct  plus  indirect)  cost  per  award  is  anticipated  to  be  about  $150,000;  however,  this  figure  may  vary  according 
to  the  needs  of  each  institution.  Awards  will  be  limited  to  one  for  each  eligible  school  and  are  not  renewable.  The 
award  may  provide  funds  for  salaries,  travel,  supplies,  equipment,  consultant  fees,  fringe  benefits,  and  indirect 
costs  under  the  terms  and  conditions  explained  in  the  guidelines  for  this  award. 

REVIEW  OF  APPLICATIONS 

The  initial  review  of  applications  will  be  by  a special  review  committee  managed  by  the  Division  of  Extramural 
Affairs,  NHLBI,  composed  of  predominantly  non-Federal  scientists  with  expertise  in  various  areas  of  vascular 
disease.  Prospective  awardees  whose  applications  are  determined  to  be  competitive  will  be  invited  for  an  interview 
in  Bethesda,  Maryland.  Travel  expenses  for  this  interview  must  be  paid  by  the  applicant  institution. 

LETTER  OF  INTENT 


Each  prospective  applicant  should  forward  a very  brief  letter  of  intent,  that  includes  a descriptive  title,  the  name 
and  address  of  the  Principal  Investigator,  the  names  and  addresses  or  other  key  investigators  and  any  other 
participating  institutions.  Such  letters  are  requested  for  the  purpose  of  obtaining  an  indication  of  the  number  and 
scope  of  applications  to  be  received.  A letter  of  intent  is  not  binding,  is  not  a requirement  of  submission,  and 
does  not  enter  into  the  review  of  the  application.  The  letter  of  intent  is  requested  by  October  14,  1991,  and  is  to 
be  addressed  to: 

Dr.  James  Scheirer 

Chief,  Contracts,  Clinical  Trials  and  Training  Review  Section 

Review  Branch  Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  548 

National  Institutes  of  Health 

Bethesda,  MD  20892 

TIMETABLE 


Letter  of  Intent  (optional): 
Application  receipt  date: 
Scientific  review: 

Advisory  Council  Review: 
Award  date: 


October  14,  1991 
December  9,  1991 
February/March  1992 
May  1992 
July  1,  1992 


Copies  of  the  Program  Guidelines  may  be  obtained  from: 


Dr.  Carol  H.  Letendre 

Associate  Director  for  Scientific  Programs 
Division  of  Blood  Diseases  and  Resources 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  516 
National  Institutes  of  Health 
Bethesda,  MD  20892 
Telephone:  (301)  496-8966 


Dr.  David  M.  Robinson 

Associate  Director  for  Scientific  Programs 
Division  of  Heart  and  Vascular  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  416 
National  Institutes  of  Health 
Bethesda,  MD  20892 
Telephone:  (301)  496-5656 
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Dr  Carol  E.  Vriem 

Associate  Director  for  Scientific  Program  Operations 
Division  of  Lung  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  6A16 
National  Institutes  of  Health 
Bethesda,  MD  20892 
Telephone:  (301)  496-7208 

For  fiscal  and  administrative  matters,  contact: 

Marie  Ui l lett 
Grants  Operation  Branch 
Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  4A11 
Bethesda,  MD  20892 
Telephone:  (301)  496-7536 

The  programs  of  the  National  Heart,  Lung,  and  Blood  Institute  are  identified  in  the  Catalog  of  Federal  Domestic 
Assistance,  Number  93.837,  93.838,  and  93.839.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service 
Act,  Section  301  (42  USC  241)  and  administered  under  PHS  grant  policies  and  Federal  regulations,  most  specifically 
42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  to  review  by  a Health  Systems  Agency. 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


MAINTENANCE  OF  CHIMPANZEES  FOR  HEPATITIS  OR  AIDS  RESEARCH  (RFP)  1 

National  Heart,  Lung,  and  Blood  Institute 
Index:  HEART,  LUNG,  BLOOD 

TRANSPORT  OF  SUBSTANCES  IN  THE  OLFACTORY  SYSTEM  (RFA  DC-92-05)  2 


National  Institute  on  Deafness  and  Other  Communication  Disorders 
Index:  DEAFNESS,  COMMUNICATION  DISORDERS 


VACCINES  FOR  HUMAN  CANCERS  OF  VIRAL  ETIOLOGY  (RFA  CA-91-28)  4 

National  Cancer  Institute 
Index:  CANCER 


USE  OF  TROPHIC  FACTORS  IN  PREVENTING  PHYSICAL  FRAILTY  (RFA  AG-91-11)  6 

National  Institute  on  Aging 
Index:  AGING 


PROGRAM  PROJECTS  IN  TRANSPLANTATION  IMMUNOLOGY  (RFA  AI-91-14)  8 

National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  ALLERGY,  INFECTIOUS  DISEASES 


SPECIALIZED  RESEARCH  CENTER  PROGRAMS  AND  CENTER  CORE  GRANTS  TO  SUPPORT  RESEARCH  IN  REPRODUCTION 

(RFA  HD-92-01)  


National  Inst 
Index:  CHILD 


tute  of  Child  Health  and  Human  Development 
HEALTH,  HUMAN  DEVELOPMENT 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


MAINTENANCE  OF  CHIMPANZEES  FOR  HEPATITIS  OR  AIDS  RESEARCH 

RFP  AVAILABLE:  N I H- NHLB I - HB-92- 01 


P.T . 34;  K.U.  0715008,  1002002 
National  Heart,  Lung,  and  Blood  Institute 


The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  plans  to  continue  the  maintenance  of  a colony  of  chimpanzees 
to  be  utilized  in  nondestructive  experiments  judged  most  likely  to  advance  hepatitis  or  acquired  immune  deficiency 
(AIDS)  research.  The  chimpanzees  are  presently  located  at  the  site  of  the  incumbent  contractor,  the  Southwest 
Research  Foundation  for  Biomedical  Research  in  San  Antonio,  Texas.  The  NHLBI  colony  currently  consists  of  51 
experimental  animals  (adult  and  juvenile).  The  contractor  shall  furnish  housing  and  veterinary  medical  support  to 
maintain  and  feed  51  NHLBI -owned  chimpanzees. 


This  is  an  announcement  of  the  availability  of  a Request  for  Proposals  (RFP)  that  will  be  available  on  September  10, 
1991.  Proposals  are  due  October  31,  1991.  One  award  is  anticipated  by  the  Government.  Written  requests  for  the 
RFP  must  include  three  labels,  self-addressed  with  the  mailing  address,  and  must  cite  RFP  No.  NHLBI -HB-92-01 . 

Requests  for  copies  of  the  RFP  are  to  be  sent  to: 

Jack  E.  Jackson 
Contracting  Officer 

Blood  Resources  Branch,  BDR  Contracts  Section 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  5C14 
Bethesda,  MD  20892 
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TRANSPORT  OF  SUBSTANCES  IN  THE  OLFACTORY  SYSTEM 


RFA  AVAILABLE:  DC-92-05 
P.T.  34;  K.U.  0705070,  0710085 

National  Institute  on  Deafness  and  Other  Communi cat i on  Disorders 
Application  Receipt  Date:  November  27,  1991 

The  National  Institute  on  Deafness  and  Other  Communication  Disorders  (NIDCD)  announces  the  availability  of  a Request 
for  Applications  (RFA)  for  research  project  grant  (R01)  applications  focused  on  the  transport  of  organic  and 
inorganic  substances  into  the  peripheral  and  central  olfactory  system  and  the  effects  of  these  substances  on  the 
olfactory  system.  Both  basic  and  clinical  studies  of  the  olfactory  system  are  applicable  to  the  present  RFA. 

BACKGROUND 

The  olfactory  receptor  neurons  of  the  olfactory  neuroepithelium  are  in  direct  contact  with  the  external  environment, 
and  they  are  at  risk  to  potentially  harmful  infections  and  toxic  agents.  It  has  been  shown  that  various  organic  and 
inorganic  substances  can  be  taken  up  by  the  olfactory  receptor  neurons  and  transported  by  a vigorous  axoplasmic 
transport  system  into  the  olfactory  bulb  of  the  brain.  These  substances  include  dyes,  amino  acids,  colloidal  gold, 
and  lectins.  Some  of  these  substances  are  transported  transneuronal ly  from  the  bulb  into  other  parts  of  the 
forebrain.  For  example,  recent  studies  have  demonstrated  that  a lectin  conjugate  (wheat  germ  agglutinin-horseradish 
peroxidase)  can  be  transported  from  the  olfactory  nerve  to  the  olfactory  bulb  and  subsequently  to  other  areas  of  the 

forebrain.  In  addition,  the  olfactory  neuroepithelium  has  been  shown  to  be  one  of  the  portals  of  entry  of 

neurotropic  viruses  into  the  brain.  Certain  arboviruses  enter  the  olfactory  bulb  through  the  olfactory  nerve  and 
spread  to  other  parts  of  the  brain.  Herpes  simplex  virus  type  1 has  been  observed  in  the  olfactory  bulb.  Certain 
viruses  appear  more  likely  to  infect  the  olfactory  neuroepithelium  than  the  respiratory  epithelium,  whereas  the 
reverse  is  true  of  other  viruses.  According  to  some  investigators,  the  olfactory  deficits  expressed  in  the  early 

stages  of  a number  of  disorders  may  result  from  substances  that  entered  the  brain  through  the  olfactory  nerve. 

Studies  of  the  axoplasmic  transport  process  of  the  olfactory  nerve  also  have  important  implications  for  improved 
pharmacotherapy  of  the  olfactory  system.  For  example,  this  transport  system  potentially  can  provide  a route  for 
administration  of  pharmacotherapeutics  to  specific  targets  in  the  brain,  avoiding  the  blood-brain  barrier,  which 
ordinarily  prevents  such  access. 

RESEARCH  GOALS  AND  SCOPE 

The  research  is  to  advance  the  understanding  of  olfactory  mechanisms  in  health  and  disease.  Both  basic  and  clinical 
studies  are  applicable  to  the  purpose  of  this  RFA.  Examples  of  research  areas  of  interest  include  but  are  not 
limited  to: 

o For  any  suspected  toxin  or  pathogen,  proof  of  the  causal  relationship  to  observed  findings  of  damage  to  the 
olfactory  system. 

o Neurophysiological  and  histopathological  studies  that  determine  the  localization  of  the  insults  within  the 
olfactory  system. 

o Investigations  into  the  molecular  mechanisms  triggered  by  insults  to  the  olfactory  system. 

o Defense  mechanisms  of  the  olfactory  neuroepithelium  against  inhaled  substances;  xenobiotic  metabolism,  immune 
defense,  secretions,  and  odorant  binding  proteins;  xenobiotic  metabolism  and  glial  cells  in  olfactory  bulb. 

o Abnormalities  of  axoplasmic  transport  in  the  olfactory  nerve, 
o Retrograde  transport  in  the  olfactory  nerve. 

o Active  and  passive  mechanisms  of  uptake  of  substances  into  the  olfactory  neuroepithelium, 
o Comparison  of  effects  of  pathogens  on  olfactory  and  nasal  trigeminal  nerves, 
o Interactions  between  olfactory  nerve  and  brain  tissue. 

o Transneuronal  transport  of  substances  from  olfactory  bulb  to  other  parts  of  the  forebrain. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  or  adequately  represented  in  the 
study  population  for  clinical  studies,  a specific  justification  for  this  exclusion  or  inadequate  representation  must 
be  provided.  Applications  without  such  documentation  will  not  be  accepted  for  review. 

MECHANISM  FOR  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  project  grant  (ROD.  Applicants  will 
be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed  project.  All  policy  requirements  that 
govern  the  grant  programs  of  the  Public  Health  Services  apply. 
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Up  to  three  meritorious  applications  will  be  funded.  The  earliest  possible  start  date  for  the  initial  award  will  be 
July  1,  1992.  Funding  for  these  grants  beyond  the  initial  period  will  be  subject  to  competitive  renewal. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  N I H National  Center 
for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research.  In  such  a 
case,  a letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  may  be  included  with  the 
application. 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  will  be  evaluated  by  Institute  staff  to  determine  responsiveness  to  the  RFA.  Responsive  applications 
will  be  evaluated  for  scientific/technical  merit  as  stated  in  form  PHS  398  by  a review  committee  convened  by  the 
Scientific  Review  Branch  of  NIDCD  solely  for  this  purpose.  A second  level  review  will  be  by  the  National  Deafness 
and  Other  Communication  Disorders  Advisory  Council. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  by  October  25,  1991,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  application,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  names  of 
other  key  personnel,  the  participating  institutions,  and  the  number  or  title  of  this  RFA. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  extremely  helpful  in  planning  for  the  review  of  applications.  It 
allows  Institute  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the 
revi ew. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Jack  Pearl  at  the  address  below. 

METHOD  OF  APPLYING 

The  RFA,  which  contains  important  information  for  the  applicant,  may  be  obtained  from  the  Program  Administrator 
listed  below.  Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88)  using  the  instructions  included  in  the 
application  kit.  These  kits  are  available  from  the  NIDCD  Program  Administrator  (address  cited  below)  and  from  the 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  (301)  496-7441. 

On  page  1 of  form  PHS  398,  check  "yes"  in  item  2 and  type:  DC-92-05,  Transport  of  Substances  in  the  Olfactory 
System. 

The  RFA  label  available  in  the  10/88  revision  of  application  form  PHS  398  must  be  affixed  to  the  bottom  of  the  face 
page.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach 
the  review  comittee  in  time  for  review. 

Send  the  original  and  four  copies  of  the  application  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

To  expedite  the  review,  send  two  copies  of  the  application  to: 

Dr.  Earleen  Elkins 

Chief,  Scientific  Review  Branch 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

National  Institutes  of  Health 

Executive  Plaza  South,  Room  400-B 

6120  Executive  Boulevard 

Rockville,  MD  20892 

INQUIRIES 

The  complete  RFA  describing  the  research  goals  and  scope,  the  review  criteria,  and  other  application  requirements 
may  be  obtained  from  the  E-  Guide  and  from: 

Jack  Pearl,  Ph.D. 

Program  Administrator 

Division  of  Communication  Sciences  and  Disorders 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  446 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-5061 

FAX:  (301)  402-6251 
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For  questions  concerning  budget  and  fiscal  matters,  contact: 


Sharon  Hunt 

Grants  Management  Officer 
Division  of  Extramural  Activities 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
Executive  Plaza  South,  Room  400- B 
6120  Executive  Blvd. 

Rockville,  MD  20892 
Telephone:  (301)  402-0909 
FAX:  (301)  402-6251 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.173,  Research  Related  to  Deafness  and 
Communication  Disorders.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301 
(Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42 
CFR  Part  52  and  45  CFR  Part  74.  The  program  is  not  subject  to  review  by  a Health  Systems  Agency  or  Executive  Order 
12372. 


VACCINES  FOR  HUMAN  CANCERS  OF  VIRAL  ETIOLOGY 

RFA  AVAILABLE:  CA-91-28 

P.T.  34;  K.W.  0740075,  0715035,  1002045,  0785140 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  October  11,  1991 
Application  Receipt  Date:  December  11,  1991 

PURPOSE 

Cancer  continues  to  be  a leading  cause  of  death,  and  it  has  been  estimated  that  approximately  500,000  people  will 
die  of  cancer  in  the  United  States  in  1991.  Vaccines,  which  could  either  prevent  the  initial  development  of  cancer 
or  function  therapeutically  to  prevent  the  spread  or  recurrence  of  a tumor  that  has  been  treated,  should  have  a 
significant  impact  in  reducing  cancer  morbidity  and  mortality. 

The  overall  thrust  of  this  Request  for  Applications  (RFA)  is  to  stimulate  basic  and  applied  research  leading  to  the 
development  of  vaccines  for  human  cancers  of  known,  or  strongly  suspected,  viral  etiology,  including  cancers 
associated  with  human  papillomaviruses  (HPVs),  Epstein-Barr  viruses  (EBV),  and  hepatitis  C virus  (HCV). 
Identification  of  protective  viral  or  viral- induced  antigens  that  form  the  basis  for  vaccine  preparation, 
development  of  animal  models  to  determine  host  immune  response  to  viral-induced  tumors  and  to  test  the  safety  and 
efficacy  of  proposed  vaccines,  and  the  development  of  prototype  therapeutic  vaccines  for  viruses  whose  malignant 
sequelae  occur  as  the  result  of  chronic  infection  are  all  encouraged.  Applications  will  not  be  accepted  that 
propose  research  on  the  hepatitis  B virus,  the  human  T-cell  lymphotropic  viruses  (HTLV-1,  HTLV-2),  human 
immunodeficiency  virus  (HIV-1,  HIV-2),  or  animal  models  for  any  of  these  latter  agents. 

The  present  RFA  is  for  a single  competition  with  a deadline  of  December  11,  1991,  for  receipt  of  applications  and 
October  11,  1991,  for  receipt  of  optional  letters  of  intent.  Applications  must  be  prepared  and  submitted  in 
accordance  with  the  aims  and  requirements  described  in  the  RFA. 

HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Vaccines  for  Human  Cancers 
of  Viral  Etiology,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 

017-001 -00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 


Non-profit  and  for-profit  organizations  and  institutions,  governments  and  their  agencies  are  eligible  to  apply. 
Foreign  institutions  are  also  eligible. 

MECHANISM  OF  SUPPORT 


Support  of  this  program  will  be  through  the  National  Institutes  of  Health  (NIH)  grant-in-aid  (R01).  Applicants  will 
be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed  project.  Except  as  otherwise  stated  in 
this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy 
Statement,  DHHS  Publication  No.  (OASH)  90-50,000,  revised  October  1,  1990. 


This  RFA  is  a one-time  solicitation.  Generally,  future  unsolicited  competitive  continuation  applications  will 
compete  with  all  invest igator- ini tiated  applications  and  be  reviewed  by  the  Division  of  Research  Grants  (DRG). 
However,  if  the  NCI  determines  that  there  is  a sufficient  continuing  program  need,  a request  for  competitive 
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continuation  applications  will  be  announced.  The  total  project  period  for  applications  submitted  in  response  to 
this  RFA  may  not  exceed  four  years.  The  earliest  feasible  start  date  for  the  initial  awards  will  be  July  1992. 

FUNDS  AVAILABLE 

Approximately  $2,000,000  in  total  costs  per  year  for  four  years  will  be  committed  specifically  to  fund  applications 
submitted  in  response  to  this  RFA.  It  is  anticipated  that  eight  to  ten  awards  will  be  made.  Although  this  program 
is  provided  for  in  the  financial  plans  of  the  National  Cancer  Institute  (NCI),  the  award  of  grants  pursuant  to  this 
RFA  is  also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  GOALS  AND  SCOPE 

The  overall  thrust  of  this  RFA  is  to  stimulate  basic  and  applied  research  leading  to  the  development  of  vaccines  for 
human  cancers  of  known,  or  strongly  suspected,  viral  etiology,  including  cancers  associated  with  HPVs,  EBV,  and  HCV. 
Examples  of  research  on  HPVs  include:  (1)  determining  whether  polyvalent  vaccines  are  necessary  for  the  prevention 
of  cancer  caused  by  multiple  HPV  types;  (2)  development  of  animal  models  of  infection  and  oncogenesis  and 
development  of  bioassays  for  infectious  virus.  Examples  of  research  objectives  for  EBV  include:  (1)  studies  of  the 
pathogenesis  of  EBV-induced  lymphomas  in  the  severe  combined  immunodeficiency  (SCID)  mouse,  and  the  use  of  immune 
reconstitution  by  selected  human  lymphocyte  populations  to  control  the  lymphomas;  (2)  development  and  assessment 
of  Epstein-Barr  viral  mutants  and  their  use  as  inactivated  vaccines  for  cancer.  Examples  of  research  objectives  for 
HCV  include:  (1)  development  and/or  use  of  sensitive  and  specific  assays  for  blood-borne  HCV  to  determine  the 
etiologic  role  of  this  agent  in  primary  hepatocellular  carcinoma;  (2)  studies  of  pathogenesis  of  HCV  infections  and 
determinants  of  oncogenesis. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

METHOD  OF  APPLYING 

The  RFA  contains  important  information  and  should  be  read  before  applying.  The  most  recent  revision  of  the  research 
grant  application  form  PHS  389  (rev.  10/88)  must  be  used  to  apply  for  these  grants.  These  forms  are  available  at 
most  institutional  business  offices;  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Room  449,  Westwood  Building,  5333  Westbard  Avenue,  Bethesda,  MD  20892,  telephone  (301) 
496-7441;  and  from  the  NCI  Program  Director  named  below.  Applications  must  be  received  by  December  11,  1991.  If  an 
application  is  received  after  that  date,  it  will  be  returned.  If  the  application  submitted  in  response  to  this  RFA 
is  substantially  similar  to  a research  grant  application  already  submitted  to  the  NIH  for  review,  but  has  not  yet 
been  reviewed,  the  applicant  will  be  asked  to  withdraw  either  the  pending  application  or  the  new  one.  Simultaneous 
submission  of  identical  applications  will  not  be  allowed,  nor  will  essentially  identical  applications  be  reviewed  by 
different  review  committees.  Therefore,  an  application  cannot  be  submitted  in  response  to  this  RFA  that  is 
essentially  identical  to  one  that  has  already  been  reviewed.  This  does  not  preclude  the  submission  of  substantial 
revisions  of  applications  already  reviewed,  but  such  applications  must  include  an  introduction  addressing  the 
previous  critique. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  by  October  11,  1991,  a letter  of  intent  that  includes  a descriptive  title 
of  the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the  names  of  other  key  personnel,  the 
participating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the  application  is  being 
submi tted. 

The  letter  of  intent  is  to  be  sent  to: 

Dr.  Jack  Gruber 

Chief,  Biological  Carcinogenesis  Branch 
Division  of  Cancer  Etiology 
National  Cancer  Institute 
Executive  Plaza  North,  Room  540 
Bethesda,  MD  20892 
Telephone:  (301)  496-9740 

INQUIRIES 

Written  and  telephone  requests  for  the  RFA  and  inquiries  concerning  the  objectives  and  scope  of  the  RFA  and  whether 
or  not  specific  proposed  research  would  be  responsive  are  encouraged  and  are  to  be  directed  to  Dr.  Gruber  at  the 
above  address.  Telephone  communications  specifically  relating  to  proposed  studies  of  the  hepatitis  C virus  are  to  be 
directed  to  Dr.  John  S.  Cole,  III,  (301)  496-1718.  Inquiries  about  investigations  of  human  papillomaviruses  are  to 
be  directed  to  Dr.  Tom  Nightingale,  (301)  496-1953.  Questions  on  Epstein-Barr  virus  studies  are  to  be  directed  to 
Dr.  Gretchen  Hascall,  (301)  496-4533.  The  Program  Directors  welcome  the  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants. 


NIH  Guide  for  Grants  and  Contracts 


Volume  20,  Number  33,  Part  II  of  II 
September  6,  1991 


Page  5 


Direct  inquiries  regarding  fiscal  matters  to: 


Ms.  Sara  Stone 

Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Suite  243 
Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  extension  66 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Number  93.393,  Cancer  Cause  and  Prevention 
Research.  Awards  are  made  under  the  authorization  of  the  Public  Health  Service  Act,  301  (c)  and  410,  Public  Law  78- 
410,  as  amended,  42  U.S.C.  241;  Small  Business  Innovation  Development  Act  of  1982,  as  amended.  Public  Law  97-219; 
Public  Law  99-158,  42  U.S.C.  285,  Public  Law  99-500,  and  Report  99-711  to  accompany  H.R.  5233  and  administered  under 
PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


USE  OF  TROPHIC  FACTORS  IN  PREVENTING  PHYSICAL  FRAILTY 

RFA  AVAILABLE:  AG/AM-91 -11 


P.T.  34;  K.U.  0710010,  0760020,  0760025,  0715136,  0715010 


National  Institute  on  Aging 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 


Letter  of  Intent  Receipt  Date:  November  1,  1991 
Application  Receipt  Date:  January  15,  1992 

PURPOSE 

The  National  Institute  on  Aging  (NIA)  and  the  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
(NIAMS)  annouce  the  availability  of  a Request  for  Applications  (RFA)  for  exploration  of  the  potential  for  use  of 
trophic  factors  in  the  prevention  of  physical  frailty  among  older  persons.  The  acquisition  of  new  knowledge 
concerning  the  effects  of  growth  factors,  anabolic  hormones,  and  pharmacologic  trophic  agents  on  prevention  and 
treatment  of  conditions  responsible  for  impaired  strength,  mobility,  balance,  and  endurance  in  older  persons  is  the 
goal  of  this  solicitation. 


The  role  of  growth  factors,  anabolic  hormones,  and  pharmacologic  trophic  agents  in  the  prevention  or  treatment  of 
conditions  responsible  for  physical  frailty  (disabling  impairments  in  strength,  mobility,  balance,  and  endurance) 
deserves  increased  attention.  This  field  has  progressed  to  the  point  at  which  preliminary  clinical  studies  are 
possible  in  many  cases  in  addition  to  continued  basic  studies.  The  potential  impact  of  such  factors  on  increasing 
muscle  strength  and  mobility,  preventing  osteoporosis  and  osteoarthritis,  and  improving  the  healing  of  fractures, 
leg  ulcers,  and  decubiti  are  among  the  most  promising  benefits  that  may  result  in  and  lead  to  significant 
improvements  in  the  health  of  older  persons.  Because  the  frail  older  population  has  a very  high  proportion  of 
women,  there  is  a particular  need  to  determine  the  effects  of  gender  on  the  actions  of  trophic  factors  in  older 
persons.  In  addition,  more  knowledge  is  needed  on  the  potential  role  of  ovarian  hormonal  replacement  therapy  in 
countering  degenerative  conditions  responsible  for  frailty.  This  RFA  solicits  research  on  the  effects  of  trophic 
factors  in  preventing  or  reversing  processes  or  conditions  responsible  for  physical  frailty.  Inclusion  of  ancillary 
studies  to  determine  mechanisms  responsible  for  tissue  responsiveness  or  nonresponsiveness  is  strongly  encouraged. 
All  applications  must  include  studies  on  human  subjects,  but  additional  laboratory  animal  studies  or  in  vitro 
studies  may  also  be  included  if  appropriate  (e.g. , for  tests  not  feasible  in  humans). 


ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  nonprofit,  organizations,  either  public  or 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible 
agencies  of  the  Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  Public  Health  Service  grant-in-aid.  Only  the  R01  grant  mechanism  may  be 
used.  Awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy 
Statement,  DHHS  Publication  No.  (OASH)  90-50,000,  revised  October  1,  1990.  This  RFA  is  a one-time  solicitation. 
Future  unsolicited  competing  renewal  applications  will  compete  with  all  investigator-initiated  applications  and  be 
reviewed  by  the  Division  of  Research  Grants. 

FUNDS  AVAILABLE 

This  RFA  is  a one-time  solicitation.  Up  to  $2.5  million  (total  cost)  for  first-year  expenses,  and  additional 
approved  expenses  for  up  to  five  years,  will  be  coranitted  to  fund  applications  submitted  in  response  to  this  RFA. 
This  funding  level  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  It 
is  anticipated  that  approximately  ten  awards  will  be  made.  The  NIAMS  is  expected  to  award  up  to  $500,000  for  one  or 
two  applications  that  receive  primary  assignment  to  NIAMS. 
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RESEARCH  OBJECTIVES 


Specific  topics  of  interest  include: 

o The  role  of  replacement  therapy  with  hormones  and  other  trophic  factors  (such  as  growth  hormone,  IGF-1, 
testosterone,  or  estrogens)  or  pharmacologic  agents  with  trophic  effects,  in  preventing  or  reversing  atrophic  or 
dystrophic  degenerative  changes  responsible  for  conditions  such  as  osteoporosis,  osteoarthritis,  loss  of  muscle 
mass,  and  others. 

o Effects  of  interventions  that  may  increase  endogenous  levels  of  trophic  factors  (e.g.,  administration  of 
pharmacologic  agents,  pituitary  or  hypothalamic  factors,  or  exercise  and  other  lifestyle  factors  that  may  affect 
production  of  trophic  factors)  in  older  persons. 

o The  role  of  local  tissue  factors  in  modulating  degenerative  or  atrophic  changes  in  bone,  muscle,  and  cartilage  in 
older  persons. 

o Studies  on  factors  that  may  accelerate  healing  of  wounds,  fractures,  pressure  sores,  and  other  ulcerative  skin 
conditions  in  older  persons. 

o Effects  of  age-related  physiologic  changes  and  age-  related  diseases  on  responses  to  trophic  factors,  including 
studies  of  mechanisms  mediating  these  effects. 

o Systemic  effects  of  trophic  factor  administration  (e.g.,  on  cardiovascular  function,  metabolism,  renal  function, 
pulmonary  function,  immune  function)  in  older  persons. 

STUDY  POPULATIONS 

It  is  NIH  policy  that  women  and  minorities  must  be  included  in  clinical  study  populations  unless  there  is  a good 
reason  to  exclude  them,  and  the  study  design  must  seek  to  identify  any  pertinent  gender  or  minority  population 
differences. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  that  fail  to  comply 
with  this  policy  will  be  returned  without  review.  Gender  and  racial/ethnic  issues  should  be  addressed  in  developing 
a research  design  and  sample  size  appropriate  for  the  scientific  objectives  of  the  study. 

APPLICATION  PROCEDURES 

A copy  of  the  full  RFA  may  be  obtained  from  Stanley  L.  Slater,  M.D.  (address  below). 

The  application  receipt  date  is  January  15,  1992.  Information  about  application  procedures  may  be  obtained  from  the 
Division  of  Research  Grants,  telephone  (301)  496-7441.  Applications  will  be  received  by  the  NIH  Division  of  Research 
Grants.  Applications  will  be  assigned  to  a special  review  group  organized  by  NIA.  Following  this  review, 
applications  will  be  considered  by  the  assigned  Institute  national  advisory  countil. 

LETTER  OF  INTENT 

A letter  of  intent  to  submit  an  application,  while  not  required,  is  requested  by  November  1,  1991.  This  letter  is 
to  be  sent  to  Stanley  L.  Slater,  M.D.  (address  below).  The  letter  of  intent  is  to  include  a descriptive  title,  the 
name  and  address  of  the  Principal  Investigator  and  any  other  participating  institutions. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 


Direct  inquiries  for  the  NIA  regarding  programmatic  issues  to: 


Stanley  L.  Slater,  M.D. 
Geriatrics  Program 
National  Institutes  of  Health 
National  Institute  on  Aging 
Building  31,  Room  5C27 
Bethesda,  MD  20892 
Telephone:  (301)  496-6761 


Direct  inquiries  for  the  NIAMS  regarding  programmatic  issues  to: 
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Dr.  Stephen  L.  Gordon 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
5333  West bard  Avenue 
Room  407 

Bethesda,  MD  20892 
Telephone:  (301)  496-7326 

Direct  inquiries  for  the  NIA  regarding  fiscal  matters  to: 

Barbara  Cunningham 

Grants  and  Contracts  Management  Office 
National  Institutes  of  Health 
National  Institute  on  Aging 
Building  31,  Room  5C07 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

Direct  inquiries  for  the  NIAMS  regarding  fiscal  matters  to: 

Ms.  G.  Carol  Clearfield 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
5333  Westbard  Avenue 
Room  403 

Bethesda,  MD  20892 
Telephone:  (301)  496-6529 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.866.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or 
Health  Systems  Agency  review. 


PROGRAM  PROJECTS  IN  TRANSPLANTATION  IMMUNOLOGY 

RFA  AVAILABLE:  AI-91-14 

P.T.  34;  K.W.  0745065,  0710125,  0710065 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  October  25,  1991 
Application  Receipt  Date:  February  11,  1992 

BACKGROUND  INFORMATION 

The  Genetics  and  Transplantation  Branch  of  the  Division  of  Allergy,  Immunology  and  Transplantation  of  the  National 
Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  supports  fundamental  studies  and  applied  research  in 
immunogenetics  and  transplantation  immunology.  Program  Projects  in  Transplantation  Immunology  are  intended  to 
stimulate  collaboration  between  transplant  clinicians  and  basic  immunologists  to  evaluate  the  immune  response  to 
organ  allografts,  elucidate  the  important  cellular  and  molecular  events  of  both  the  induction  and  effector  phases  of 
the  alloimmune  response  and  to  develop  improved  therapeutic  procedures  to  ensure  long-term  graft  survival.  This 
notice  announces  the  availability  of  a Request  for  Applications  (RFA)  that  encourages  the  development  of 
applications  from  collaborating  investigators  and  to  coordinate  the  submission  and  review  of  program  project 
applications.  The  RFA  may  be  obtained  from  the  contact  listed  below. 

RESEARCH  GOALS  AND  SCOPE 

Applications  must  heavily  emphasize  collaboration  in  research  between  transplant  clinicians  and  immunologists,  and 
the  application  of  the  most  up-to-date  concepts  and  techniques  of  immunology  to  the  evaluation  of  the  immune  system 
of  recipients  in  all  circumstances  attendant  to  the  transplantation.  The  application  must  describe  a 
multidisciplinary  research  program  that  has  a well-defined  central  research  focus  or  objective.  As  with  other 
program  projects,  the  individual  projects  of  which  they  consist  must  be  interrelated,  all  contributing  to  the 
program  objective. 

The  major  objective  of  the  research  is  to  elucidate  methods  to  induce  long-  term  organ  graft  survival  by 
manipulation  of  the  immune  system  to  induce  specific  tolerance.  Specifically,  must  should  involve  the 
characterization  of  the  status  of  the  immune  system,  specifically  the  immunoregulatory  balance,  including  studies 
(1)  prior  to  transplantation  in  its  "normal"  state  or,  if  the  transplant  is  occasioned  by  a disturbance  of  the 
immune  state,  in  the  causative  disordered  state;  (2)  in  the  course  of  transplant  preparation,  which  consists  of  the 
induction  of  tolerance;  (3)  postoperatively  during  maintenance  immunosuppression  as  the  graft  becomes  established; 
(4)  during  rejection  episodes;  and/or  (5)  during  treatment  of  rejection.  Also,  studies  on  the  modulation  of 
immunological  activity  using  the  information  obtained  from  the  above  studies  are  advantageous. 
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SPECIAL  INSTRUCTIONS  FOR  THE  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


The  following  is  a brief  statement  of  the  NIH  and  ADAMHA  policy  regarding  the  inclusion  of  women  and  minorities  in 
study  populations.  The  inclusion  of  women  and  minorities  must  be  addressed  in  applications  submitted  in  response  to 
this  RFA. 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  or  adequately  represented  in  the 
study  populations  for  clinical  studies,  a specific  justification  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

MECHANISM  OF  SUPPORT 

Program  project  (P01)  grants  are  awarded  to  an  institution  on  behalf  of  a Principal  Investigator  for  the  support  of 
a broadly  based,  multidisciplinary,  long-term  research  program  with  a specific  major  goal  or  basic  theme.  A program 
project  generally  involves  the  organized  efforts  of  groups  of  investigators  who  conduct  research  projects  related  to 
the  overall  program  goal.  The  grant  can  provide  support  for  the  projects  and  for  certain  basic  resources  shared  by 
individuals  in  the  program  project  if  sharing  facilitates  the  total  research  effort.  Each  project  supported  by  a 
program  project  grant  is  expected  to  contribute  to  and  be  directly  related  to  the  common  theme  of  the  program.  The 
projects,  under  the  direction  of  a project  leader,  must  demonstrate  an  essential  element  of  unity  and 
interdependence.  In  Fiscal  Year  1992,  the  NIAID  plans  to  award  at  least  two  program  project  grants  submitted  in 
response  to  this  RFA  and,  depending  on  availability  of  funds  and  scientific  merit,  more  than  two.  First-year  budget 
requests  must  be  limited  to  no  more  than  $500,000  direct  costs. 

ELIGIBILITY 

ONLY  DOMESTIC  INSTITUTIONS  ARE  ELIGIBLE  TO  APPLY.  Applications  may  be  submitted  by  any  public  or  private,  nonprofit 
or  profit-making,  organizations. 

METHOD  OF  APPLYING 

Prospective  applicants  are  asked  to  submit  by  October  25,  1991,  a letter  of  intent  that  includes  a descriptive  title 
of  the  overall  proposed  research,  the  name  of  the  Principal  Investigator,  and  a list  of  the  names  of  key 
investigators  and  their  institution(s).  The  letter  of  intent  is  requested  in  order  to  provide  an  indication  of  the 
number  and  scope  of  applications  to  be  reviewed  so  as  to  allow  early  preparations  for  review.  The  letter  of  intent 
is  not  binding  and  does  not  commit  the  sender  to  submit  an  application,  nor  is  it  a requirement  for  submission  of  an 
application.  Applicants  are  strongly  encouraged  to  contact  Dr.  Stephen  Rose  prior  to  preparing  an  application. 

The  letter  of  intent  is  to  be  sent  to  Dr.  Mark  Rohrbaugh  and  a copy  to  Dr.  Stephen  Rose  at  the  addresses  noted 
below. 

Before  preparing  an  application,  the  prospective  applicant  may  request  a copy  of  the  NIAID  Information  Brochure  on 
Program  Project  and  Center  Grants  from: 

Mark  L.  Rohrbaugh,  Ph.D. 

Scientific  Review  Administrator 
N I A I D/PPRB 

Control  Data  Building,  Room  406-S 
6003  Executive  Boulevard 

Bethesda,  MD  20892  (20852  if  using  overnight  delivery  services) 

Telephone:  (301)  496-8424 

STAFF  CONTACT 

The  RFA  contains  important  information  for  applicants  and  may  be  obtained  from: 

Stephen  M.  Rose,  Ph.D. 

Chief,  Genetics  and  Transplantation  Branch 

Division  of  Allergy,  Immunology  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institutes  of  Health 

5333  Westbard  Avenue,  Room  754 

Bethesda,  MD  20892 

Telephone:  (301)  496-5598 

Telefax:  (301)  402-0175 

Inquiries  regarding  fiscal  matters  may  be  addressed  to: 

Mr.  Jeffrey  Carow 

Chief,  Immunology  Grants  Management  Section 

GMB , DEA,  NIAID,  NIH 

Westwood  Building,  Room  726 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 


NIH  Guide  for  Grants  and  Contracts 


Volume  20,  Number  33,  Part  II  of  II 
September  6,  1991 


Page  9 


and 


Ms.  Marietta  Robinson 
Grants  Management  Specialist 
GMB,  DEA,  NIAID,  N I H 
Westwood  Building,  Room  706 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 


This  program  is  described  in  the  Catalog  of 
Immunologic  Diseases  Research.  Awards  will 
Section  301  (Public  Law  78-410,  as  amended; 
Regulation  42  CFR  Part  74.  This  program  is 
Order  12372  or  Health  Systems  Agency  review 


Federal  Domestic  Assistance  No.  93.855,  Immunology,  Allergic  and 
be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, 
42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal 
not  subject  to  the  intergovernmental  review  requirements  of  Executive 


SPECIALIZED  RESEARCH  CENTER  PROGRAMS  AND  CENTER  CORE  GRANTS  TO  SUPPORT  RESEARCH  IN  REPRODUCTION 

RFA  AVAILABLE:  HD-92-01 

P.T . 04;  K.W.  0413002,  0710110,  0710115,  0710030 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  January  1,  1992 
Application  Receipt  Date:  May  15,  1992 

The  Reproductive  Sciences  Branch  (RSB),  Center  for  Population  Research  (CPR),  National  Institute  of  Child  Health  and 
Human  Development  (NICHD),  supports  research  on  reproduction  that  relies  on  a variety  of  approaches  in  biomedical 
sciences.  Among  the  grant  mechanisms  used  to  provide  research  support,  the  RSB  uses: 

(1)  Specialized  Research  Centers  (P50s)  that  are  integrated  groups  of  research  projects  and  supporting  core  service 
facilities.  The  research  activities  included  in  such  project  grants  must  comprise,  by  definition,  a 
multidisciplinary  approach  to  biomedical  problems  in  reproduction.  Although  these  research  programs  may  have  more 
than  one  theme,  focus,  or  emphasis,  all  of  the  projects  must  be  responsive  to  one  or  more  of  the  specific  areas  of 
reproductive  research  that  constitute  the  mission  of  the  RSB,  CPR,  NICHD. 

(2)  Center  Core  Grants  (P30s)  that  support  Center  Core  facilities  designed  to  enhance  existing  federally  supported 
research  projects  within  the  purview  of  the  RSB,  CPR,  NICHD.  Such  Center  awards  require  a critical  mass  of 
individual,  reproductive-oriented  awards  whose  productivity  and  quality  would  be  increased  by  support  from  central 
technical  facilities. 

At  present,  the  RSB  supports  a fixed  number  of  centers  with  a commitment  of  five  years  of  support  that  is 
competitively  renewable  for  additional  five-year  periods.  Support  for  one  P50  Center  and  two  P30  Centers  ends  in  FY 
1993,  and  it  is  anticipated  that  these  Centers  will  submit  renewal  applications.  Although  there  are  no  new  Center 
awards  available  at  this  time,  new  groups  of  investigators  are  invited  to  compete  with  the  current  awardees  for  the 
existing  three  awards. 

Potential  applicants  must  contact  the  RSB  staff  for  the  Request  for  Applications  and  for  further  information 
regarding  reproductive  sciences  center  grants  (P50s  and  P30s).  It  is  strongly  recommended,  but  not  mandatory,  that 
potential  applicants  send  a letter  of  intent  to  the  RSB  staff  at  the  address  listed  below  by  January  2,  1992.  This 
letter  is  to  include  a list  of  the  titles  of  the  relevant  research  projects  to  be  associated  with  it,  and  provide 
the  names  of  the  relevant  key  investigators  and  any  other  participating  institutions.  The  letter  of  intent  is  to  be 
received  by  the  RSB  no  later  than  January  2,  1992,  but  applicants  are  encouraged  to  send  it  as  soon  as  they  decide 
to  apply  for  the  grant  so  that  the  RSB  staff  can  be  of  maximum  assistance  in  the  application  process.  Center  grant 
applications  must  be  structured  in  accord  with  policy  and  formatting  guidelines  presented  in  the  publications 
entitled  "P50  Specialized  Research  Center  Grant  Guidelines"  and  "P30  Center  Core  Grant  Guidelines"  that  are 
available  from  the  NICHD  office  listed  below.  Such  guidelines  require,  for  example,  certain  tabulations  in  addition 
to  the  usual  instructions  for  the  grant  application  form  PHS  398  (rev.  10/88)  used  to  prepare  these  applications. 

The  current  policies  and  requirements  that  govern  the  research  grant  programs  of  NIH  will  prevail  (Code  of  Federal 
Regulations,  Title  42,  Part  52  and  Title  45,  Part  75).  Applications  prepared  for  this  competition  may  not  propose 
multi-  institutional  consortiums. 

Although  this  solicitation  is  included  in  the  plans  for  FY  1993,  support  for  these  center  grants  is  contingent  upon 
the  receipt  of  funds  for  these  purposes  by  the  NICHD.  The  number  of  grants  to  be  awarded  is  also  contingent  upon  a 
sufficient  number  of  applications  receiving  a high  enough  level  of  merit  to  be  considered  for  an  award.  It  is 
expected  that  up  to  three  awards  will  be  made  as  a result  of  this  announcement. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 
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New  Specialized  Research  Center  Grant  (P50)  applications  may  not  request  more  than  $600,000  in  direct  costs  for  the 
first  year.  New  Center  Core  Grant  (P30)  applications  may  not  request  more  than  $500,000  in  direct  costs  for  the 
first  year.  Renewal  applications  from  existing  P30  or  P50  centers  may  not  request  initial  year  direct  costs 
exceeding  120  percent  of  the  Council  recommended  direct  costs  for  the  final  year  of  the  preceding  project  period. 
Unless  prior  written  approval  of  the  NICHD  has  been  obtained,  applications  with  requests  exceeding  these  guidelines 
will  be  administratively  withdrawn  by  the  NICHD  and  returned  to  the  applicant. 

For  further  information  and  a copy  of  the  full  RFA,  contact: 

Julia  Lobotsky,  M.S. 

Reproductive  Sciences  Branch 
Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 
National  Institutes  of  Health 
Executive  Plaza  North,  Suite  603 
Bethesda,  MD  20892 
Telephone:  (301)  496-6515 

To  obtain  copies  of  the  NICHD  Policy  and  Formatting  Guidelines  for  P30  and  P50  center  grant  applications,  contact: 

Laurance  Johnston,  Ph.D. 

Scientific  Review  Program 

National  Institute  of  Child  Health  and  Human  Development 

National  Institutes  of  Health 

Executive  Plaza  North,  Suite  520 

Bethesda,  MD  20892 

Telephone:  (301)  496-1696 

For  information  on  budget  and  fiscal  matters,  contact: 

Melinda  Nelson 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  505 
Bethesda,  MD  20892 
Telephone:  (301)  496-5481 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.864,  Population  Research.  Awards 
will  be  made  under  the  authority  of  the  Public  Health  Service  Act  301  (42  USC  241)  and  441  (USC  289d)  and 
administered  under  PHS  Grants  Policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  A-95  or  Health  Systems  Agency  review. 
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NOTICE  OF  MAILING 
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□ Check  here  if  you  wish  to 
discontinue  receiving  this 
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□ Check  here  if  your  address  has 
changed  and  you  wish  to  con 
tinue  receiving  this  publication. 
Make  corrections  below  and 
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NOTICES 


BEHAVIORAL  AND  SOCIAL  RESEARCH  ON  AGING 

P.T.  34;  K.W.  040400,  0710010,  1014006 
National  Institute  on  Aging 

As  part  of  a continuing  effort  to  build  and  sustain  a broad  program  of  research  on  social  and  behavioral  aspects  of 
aging,  the  Behavioral  and  Social  Research  program  (BSR)  of  the  National  Institute  on  Aging  encourages  investigators 
to  submit  applications  .that  propose  moderate  budgets  and  durations. 

BSR  staff  continue  to  encourage  applications  in  cognitive  functioning  and  aging,  personality  and  social 
psychological  aging,  psychosocial  geriatrics  research,  older  people  in  society,  health  and  retirement  economics,  the 
demography  of  aging,  population  epidemiology  and  related  scientific  areas. 

BSR  staff  can  supply  more  information  about  this  notice  and  about  the  ongoing  program  initiatives.  Written 
inquiries  are  to  be  addressed  to: 

Behavioral  and  Social  Research 
National  Institute  on  Aging 
Building.  31C,  Room  5C32 
Bethesda,  MD  20892 

Telephone  inquiries  can  be  made  to  any  of  the  BSR  staff  listed  below. 

Dr.  Ronald  Abeles 
Dr.  Robin  Barr 
Dr.  Katrina  Johnson 
Dr.  Marcia  Ory 
Dr.  Richard  Suzman 

(These  staff  can  be  contacted  at:  301-496-3136) 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


CLINICAL  ONCOLOGY  RESEARCH  CAREER  DEVELOPMENT  PROGRAM 

RFA  AVAILABLE:  CA-91-32 
P.T.  34;  K.W.  0785140,  0785035 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  October  25,  1991 
Application  Receipt  Date:  December  31,  1991 

PURPOSE 

The  National  Cancer  Institute  (NCI),  through  its  Cancer  Training  Branch,  announces  the  availability  of  a Request  for 
Applications  (RFA)  for  institutional  physician  scientist  program  grants  that  will  prepare  medical  doctors  for 
clinical  research  careers  in  medical,  surgical,  and  radiation  oncology,  as  well  as  other  clinical  specialties  with  a 
focus  on  cancer.  The  high  level  of  support  and  intense  activity  in  basic  cancer  research  over  the  past  decades  has 
resulted  in  the  rapid  growth  and  constantly  increasing  body  of  knowledge  about  the  molecular  biology,  immunology, 
genetics,  and  cell  biology  of  cancer.  However,  the  clinical  application  of  this  knowledge  to  improve  procedures 
that  benefit  cancer  patients  has  not  kept  pace  with  the  accumulation  of  research  results. 

A workshop  on  "Training  in  Clinical  Research  in  Oncology"  was  held  on  September  12,  1990,  to  identify  the  concerns 
and  problems  facing  the  clinical  oncology  community  and  to  examine  the  adequacy  of  NCI  training  grant  mechanisms  and 
institutional  research  environments  for  attracting  and  retaining  physicians  in  clinical  oncology  research. 

There  was  unanimous  agreement  on  the  decline  in  the  number  of  clinical  oncologists  pursuing  careers  in  innovative 
clinical  research  and  a discussion  of  the  causes  and  potential  solutions  for  reversing  this  trend.  A summary  was 
published  in  Cancer  Research  51:  753-756,  1991. 

The  Request  for  Applications  (RFA)  is  intended  to  stimulate  the  recruitment  and  research  career  development  of 
clinicians  who  will  be  oriented  and  skilled  in  the  translation  of  accumulated  research  results  into  new  clinical 
procedures  and  approaches  that  are  of  direct  benefit  to  cancer  patients.  The  NCI  is  initiating  this  new 
'program' career  grant  (K12)  mechanism  to  provide  excellent  clinical  departments  and/or  cancer  centers  with  greater 
flexibility  in  selecting  and  sustaining  young  physicians  for  the  critical  three-  to  five-year  period  during  which 
these  physician  scientists  will  learn  the  skills  needed  for  the  successful  transition  to  independent  grant  support. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Clinical  Oncology  Research 
Career  Development  Program,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0  or  Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic,  non-profit  organizations,  whether  public  or  private,  such  as 
universities,  colleges,  hospitals,  and  laboratories.  Applications  involving  minority  and  women  students  and 
investigators  are  encouraged. 

All  candidates  supported  under  this  award  must  be  physicians  holding  the  M.D . or  D.O.  degree.  Proposed  programs 
must  demonstrate  the  potential  to  provide  research  career  development  opportunities  in  a range  of  clinical  oncology 
research  disciplines  and  not  be  limited  to  a single  discipline. 

MECHANISM  OF  SUPPORT 


Support  for  this  program  will  be  through  the  National  Institutes  of  Health  (NIH)  grant-in-aid,  the  Institutional 
Physician  Scientist  Award  (K12).  Applicants  will  be  responsible  for  the  planning,  direction,  and  execution  of  the 
proposed  project.  Awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants 
Policy  Statement. 

The  RFA  is  a one-time  solicitation.  Future  competitive  continuation  applications  will  compete  with  all 

invest igator- ini t i ated  applications.  Should  the  NCI  determine  that  there  is  a sufficient  continuing  program  need,  a 


request  for  competitive  continuation  and/or  new  applications  will  be  announced, 
applications  submitted  in  response  to  the  present  RFA  may  not  exceed  five  years. 
July  1,  1992. 


The  total  project  period  for 
The  earliest  award  date  will  be 


FUNDS  AVAILABLE 


Total  costs  of  $2,700,000  will  be  available  for  the  first  year,  $3.6  million  the  second  year,  and  $4.5  million  per 


year  for  the  third,  fourth,  and  fifth  years  to  support  approximately  ten  awards, 
upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit, 
for  in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent  upon  the 
availability  of  funds  for  this  purpose. 


This  funding  level  is  dependent 
Although  this  program  is  provided 


PROJECT  DESCRIPTION 


The  objectives  of  this  RFA  are  to  increase  the  number  of  clinical  oncologists  who  are  motivated  and  properly 
prepared  to:  (1)  interact  and  coordinate  clinical  research  activities  with  basic  research  scientists  in  order  to 
expedite  the  translation  of  basic  information  into  patient-oriented  research;  (2)  perform  independent  clinical 
research  that  develops  and  tests  rational,  scientific  hypotheses,  based  on  fundamental  and  clinical  research 
findings,  for  improving  the  medical  care  of  cancer  patients;  and  (3)  design  and  test  innovative  clinical  protocols 
and  manage  all  phases  of  clinical  trials  research. 


These  clinical  oncology  research  career  development  programs  must  involve  staff  and  clinical  candidates  representing 
a spectrum  of  clinical  cancer  disciplines,  such  as  medical,  surgical  and  radiation  oncology.  Programs  limited  to 
one  clinical  oncology  discipline  are  not  responsive  to  the  ojective  of  this  iitiative.  Interaction  during  these 
arly  years  of  career  training  might  serve  t enhance  the  knds  of  coordination  and  team  approach  necessary  for  optimum 
cancer  patient  care. 

Applicants  must  propose  a program  that  is  designed  to  provide  clinician  candidates  with  the  research  skills  that 
deal  directly  with  aspects  of  cancer  detection,  diagnosis,  prognosis,  and  treatment  of  cancer  patients.  It  is 
expected  that  these  clinical  oncology  career  development  programs  will  include  both  a didactic  component  (e.g., 
formal  courses,  lecture  series,  seminars,  and  journal  clubs)  and  a research  component  that  focuses  on  the  skills 
necessary  for  translating  basic  cancer  research  results  into  clinical  experiments,  procedures,  and  trials  directly 
involving  cancer  patients  in  a clinical  environment.  For  example,  it  will  not  be  sufficient  within  the  scope  of 
this  initiative  to  use  human  cells  and  other  clinical  materials  in  an  isolated  basic  laboratory  setting  as  the  total 
research  development  program.  Basic  laboratory  research  experience  is  essential,  but  it  must  be  properly  integrated 
with  clinical  research. 

The  proposed  program  must  have  the  flexibility  to  accommodate  clinical  candidates  with  different  levels  of  research 
competence.  While  the  end  goal  of  this  program  is  specifically  to  prepare  physicians  for  dedicated  careers  in 
clinical  oncology  research,  not  basic  research,  candidates  must  be  or  become  competent  in  the  fundamentals  of  the 
scientific  method,  particularly  hypothesis  development,  experimental  design,  and  biostatistical  methods  that  are 
usually  gained  through  a significant  hands-on  basic  research  experience.  In  most  cases,  candidates  would  acquire 
both  basic  and  clinical  research  skills  that  will  prepare  them  to  become  dedicated  clinical  researchers  able  to 
interact  and  communicate  effectively  with  basic  research  scientists  in  the  design  and  implementation  of 
collaborative  research  involving  patients. 
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SPECIAL  REQUIREMENTS 


The  Principal  Investigator  must  establish  an  advisory  committee  consisting  of  accomplished  medical,  surgical,  and 
radiation  oncologists  and  other  clinical  cancer  and  basic  research  investigators. 

Each  clinical  research  candidate  must  have  one  or  more  preceptor/mentor(s)  who  are  accomplished  investigators  in 
their  field. 

Plans  for  an  annual  evaluation  of  the  program  must  be  described  and  a summary  of  this  evaluation  must  be  included  in 
the  Annual  Progress  Report  for  the  grant. 

An  active  institutional  (T32)  National  Research  Service  Award  (NRSA)  supporting  a surgical  or  other  clinical 
oncology  research  training  program  already  exists.  The  applicant  must  address  the  relationship  between  the  existing 
T32  and  proposed  K12  programs. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

The  most  recent  revision  of  the  regular  research  grant  application  form  PHS  398  (rev.  10/88)  must  be  used  in 
applying  for  these  grants.  These  forms  are  available  at  most  institutional  business  offices  and  from: 

Office  of  Grants  Inquiries 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  449 
5333  Westbard  Avenue 
Bethesda,  MD  20892 
Telephone:  (301)  496-7441 

Applications  must  be  received  by  December  31,  1991.  The  RFA  contains  complete  application  procedures. 

LETTER  OF  INTENT 

Although  not  required,  a letter  of  intent  is  requested  by  October  25,  1991,  that  includes  a descriptive  title  of 
the  proposed  educational  program,  the  name  and  address  of  the  Principal  Investigator,  names  of  other  key  personnel, 
participating  institutions,  and  the  number  and  title  of  the  RFA.  The  letter  of  intent  is  to  be  sent  to  the  program 
official  named  below. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  it  is  requrested  in  order  to  provide  an  indication  of  the  number  of  scope  of  applications  to  be 
revi ewed. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  RFAs  are  encouraged.  The  opportunity  to 
clarify  any  issues  or  questions  from  potential  applicants  is  welcomed.  The  program  official  named  below  will  be 
pleased  to  mail  the  complete  RFA  to  all  who  request  it. 

Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  Vincent  J.  Cairoli 
Chief,  Cancer  Training  Branch 
National  Cancer  Institute 
Executive  Plaza  North,  Room  232 
Bethesda,  MD  20892 
Telephone:  (301)  496-8580 
FAX:  (301)  402-0181 

Direct  inquiries  regarding  grants  management  issues  to: 

Mr.  Robert  Hawkins 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  242 
Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  extension  13 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.398,  Cancer  Research  Manpower. 

Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as 
amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 


SPECIALIZED  PROGRAMS  OF  RESEARCH  EXCELLENCE  IN  BREAST  CANCER 

RFA  AVAILABLE:  CA-91-33 

P.T.  34;  K.W.  07150350,  710030,  0745027,  0745070 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  October  25,  1991 
Application  Receipt  Date:  January  17,  1992 

PURPOSE 

The  Organ  Systems  Coordinating  Branch  of  the  Division  of  Cancer  Biology,  Diagnosis  and  Centers  at  the  National 
Cancer  Institute  (NCI)  announces  the  availability  of  a Request  for  Applications  (RFA)  for  grants  to  establish 
Specialized  Programs  of  Research  Excellence  in  Breast  Cancer  (P50)  at  institutions  that  will  make  strong  commitments 
to  the  organization  and  conduct  of  these  programs.  Each  Specialized  Program  of  Research  Excellence  (SPORE)  must  be 
dedicated  to  translational  research  on  prevention,  diagnosis,  and  treatment  of  human  breast  cancer.  Translational 
research  moves  basic  research  findings  to  applied  innovative  research  with  patients  and  populations.  This  may 
include  areas  such  as  the  development  of  new  diagnostic  and  prognostic  tests,  the  conduct  of  innovative  therapeutic 
protocols,  the  development  of  new  primary  and  secondary  prevention  measures,  as  well  as  control  studies  and  studies 
that  encompass  rehabilitation  and  qual i ty-of- l i fe  research.  Each  SPORE  must  (1)  provide  career  development 
opportunities  for  independent  investigators  who  wish  to  pursue  active  research  careers  in  translational  breast 
cancer  research;  (2)  develop  and  maintain  human  breast  cancer  tissue  resources  that  will  benefit  translational 
research;  (3)  develop  extended  collaborations  in  critical  areas  of  research  need  with  laboratory  and  clinical 
scientists  in  the  parent  institution  and  in  other  institutions;  and  (4)  participate  with  other  SPOREs  on  an  annual 
basis  to  share  information,  assess  scientific  progress  in  the  field,  and  identify  new  research  opportunities  for 
reducing  breast  cancer  incidence  and  mortality,  and  for  increasing  and  improving  survival.  Each  SPORE  must  support 
a mix  of  basic  and  clinical  research.  The  SPORE  mechanism  is  not  intended  to  support  basic  research  to  the  exclusion 
of  clinical  or  applied  research;  it  must  focus  on  human  disease  and  effectively  move  basic  research  findings  into 
applied  research  settings  with  patients  and  populations,  as  well  as  take  advantage  of  observations  from  applied 
research  to  stimulate  new  basic  research. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Request  For  Application, 
Specialized  Program  of  Research  Excellence  (SPORE)  in  Breast  Cancer,  is  related  to  the  priority  area  of  cancer. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  NO.  017-001-004740-0  or  Summary 
Report  No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Domestic  non-profit  and  for-profit  organizations,  institutions,  and  government  agencies  are  eligible  to  apply.  To 
be  eligible,  applicant  organizations  must  have  a minimum  of  three  independent  investigators  who  are  successful  in 
obtaining  peer-reviewed  research  support  directly  related  to  breast  cancer,  and  who  combined  represent  experience  in 
both  laboratory  and  clinical  research;  access  to  a patient  care  and  service  facility  that  serves  breast  cancer 
patients.  Applications  may  be  submitted  from  a single  institution  or  may  include  arrangements  with  multiple 
institutions,  e.g.,  consortia,  as  appropriate. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  P50  Specialized  Center  Grant  mechanism.  Applicants  will  be  responsible 
for  the  planning,  direction,  and  execution  of  the  proposed  SPORE  program.  Except  as  otherwise  noted  in  this  RFA, 
awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement. 

This  RFA  is  a one-time  solicitation.  The  total  project  period  for  applications  submitted  in  response  to  the  present 
RFA  may  not  exceed  three  years.  The  anticipated  award  date  will  be  September  30,  1992. 

FUNDS  AVAILABLE 

The  NCI  anticipates  making  up  to  three  awards  for  initial  project  periods  of  three  years  and  anticipates  that  a 
total  of  $7.5  million  will  be  set  aside  for  the  initial  year's  funding.  Funding  in  response  to  this  RFA  is 
dependent  upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program 
is  provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  the 
availability  of  funds  for  this  purpose.  NCI  policy  for  SPORE  grants  establishes  the  following  limits  to  the 
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requested  budgets:  up  to  $1.5  million  direct  costs  in  the  01  year  with  a maximum  four  percent  annual  escalation  in 
the  remaining  years  proposed. 

GOALS  AND  SCOPE 

The  goal  of  this  RFA  is  to  establish  three  SPOREs,  which  will  assemble  critical  masses  of  laboratory  and  clinical 
scientists  working  together  to  focus  on  human  breast  cancer  and  the  translation  of  basic  findings  into  applied, 
innovative  research  with  patients  and  populations.  The  ultimate  objective  is  to  reduce  incidence  and  mortality,  and 
to  increase  and  improve  survival  to  the  disease.  The  essential  characteristics  of  a SPORE  include  (1)  a strong 
scientific  program  that  will  have  a clear  impact  on  the  disease,  (2)  a strong  innovative  pilot  research  program  that 
can  respond  quickly  to  new  research  opportunities,  (3)  a strong  career  development  program  to  develop  and  expand  the 
scientific  cadre  of  investigators  dedicated  to  translational  research  on  human  breast  cancer,  and  (4)  a human  breast 
cancer  tissue  procurement  resource  and  other  resources  specifically  dedicated  to  translational  research  objectives. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES. 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  Although  the  applicability  of  women  to  this  RFA  is  obvious,  the 
requirement  to  address  minorities  must  be  addressed.  If  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (revised  10/88)  must  be  used  in  applying  for  these  grants.  Applications 
must  be  received  by  January  17,  1992;  those  received  after  that  date  will  be  returned.  Further  information 
regarding  application  procedures  and  application  forms  may  be  obtained  from  the  NCI  Program  Director  named  below. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  by  October  25,  1991,  a letter  of  intent  that  includes  the  name  and 
address  of  the  principal  investigator  and  identifies  the  component  research  projects,  core  units  and  their  principal 
investigators,  any  collaborating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the 
application  is  being  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter 
into  the  review  of  subsequent  applications,  it  provides  an  indication  of  the  number  and  scope  of  the  applications  to 
be  reviewed.  The  letter  of  intent  is  to  be  sent  to  Dr.  Andrew  Chiarodo  (see  INQUIRIES  below). 

INQUIRIES 

This  is  an  abbreviated  version  of  the  RFA.  Copies  of  the  complete  RFA  and  additional  information  concerning  the 
objectives  and  scope  of  this  RFA  may  be  obtained  from: 

Andrew  Chiarodo,  Ph.D. 

Chief,  Organ  Systems  Coordinating  Branch 

Division  of  Cancer  Biology,  Diagnosis,  and  Centers 

National  Cancer  Institute 

9000  Rockville  Pike 

Executive  Plaza  North,  Suite  316 

Bethesda,  MD  20892 

Telephone:  (301)  496-8528 

FAX:  (301)  402-0181 

For  fiscal  or  administraive  matters,  contact: 

Robert  E.  Hawkins 

Grants  Management  Specialist 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Room  216 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800  ext.  13 

For  fiscal  or  administrative  matters,  contact: 

Robert  E.  Hawkins 
Grants  Management  Specialist 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  216 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  catalog  of  Federal  Domestic  Assistance  No.  93.397.  Awards  are  under  authorization 
of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410  as  amended:  42  USC  241)  and  administered 
under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


SPECIALIZED  PROGRAMS  OF  RESEARCH  EXCELLENCE  IN  LUNG  CANCER 

RFA  AVAILABLE:  CA-91-34 
P.T.  34;  K.W.  0715035,  0715165 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  October  25,  1991 
Application  Receipt  Date:  January  17,  1992 

PURPOSE 

The  Organ  Systems  Coordinating  Branch  of  the  Division  of  Cancer  Biology,  Diagnosis  and  Centers  at  the  National 
Cancer  Institute  (NCI)  to  establish  Specialized  Programs  of  Research  Excellence  (P50)  in  Lung  Cancer  at  institutions 
that  will  make  strong  commitments  to  the  organization  and  conduct  of  these  programs.  Each  Specialized  Program  of 
Research  Excellence  (SPORE)  must  be  dedicated  to  translational  research  on  prevention,  diagnosis,  and  treatment  of 
human  lung  cancer.  Translational  research  moves  basic  research  findings  to  applied  innovative  research  with  patients 
and  populations.  This  may  include  areas  such  as  the  development  of  new  diagnostic  and  prognostic  tests,  the  conduct 
of  innovative  therapeutic  protocols,  the  development  of  new  primary  and  secondary  prevention  measures,  as  well  as 
control  studies  and  studies  that  encompass  rehabilitation  and  qual i ty-of- l i fe  research.  The  SPORE  must  (1)  foster 
basic  and  clinical  research  collaborations;  (2)  provide  career  development  opportunities  for  independent 
investigators  who  wish  to  pursue  active  research  careers  in  lung  cancer  research;  (3)  develop  and  maintain  human 
lung  cancer  tissue  resources;  (4)  participate  with  other  lung  SPOREs  on  an  annual  basis  in  sharing  information  and 
assessing  scientific  progress;  (5)  develop  extended  collaborations  and  interactions  with  scientists  and  clinicians 
in  other  institutions.  It  is  expected  that  each  SPORE  will  support  a mix  of  basic  and  clinical  research.  The  SPORE 
mechanism  is  not  intended  to  support  basic  research  to  the  exclusion  of  clinical  or  applied  research.  It  must  focus 
on  human  disease  and  the  application  of  basic  research  to  patients  and  populations  as  well  as  take  advantage  of 
observations  from  applied  research  to  stimulate  new  basic  research. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Request  For  Application, 
Specialized  Program  of  Research  Excellence  (SPORE)  in  Lung  Cancer,  is  related  to  the  priority  area  of  cancer. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Domestic  non-profit  and  for-profit  organizations,  institutions,  and  government  agencies  are  eligible  to  apply.  To 
be  eligible,  applicant  organizations  must  have  a minimum  of  three  independent  investigators  who  are  successful  in 
obtaining  peer- revi ewed  research  support  directly  related  to  lung  cancer  and  who  as  a group  represent  experience  in 
both  laboratory  and  clinical  research;  access  to  a patient  care  and  service  facility  that  serves  lung  cancer 
patients.  Applications  may  be  submitted  from  a single  institution  or  may  include  arrangements  with  several 
institutions,  e.g.,  consortia,  as  appropriate. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  P50  Specialized  Center  Grant  mechanism.  Applicants  will  be  responsible 
for  the  planning,  direction,  and  execution  of  the  proposed  SPORE  program.  Except  as  otherwise  noted  in  this  RFA, 
awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement. 

This  RFA  is  a one-time  solicitation.  The  total  project  period  for  applications  submitted  in  response  to  the  present 
RFA  must  not  exceed  three  years.  The  anticipated  award  date  will  be  September  30,  1992. 

FUNDS  AVAILABLE 

The  NCI  anticipates  making  up  to  three  awards  for  initial  project  periods  of  three  years  and  anticipates  that  a 
total  of  $7.5  million  will  be  set  aside  for  the  initial  year's  funding.  Funding  in  response  to  this  RFA  is 
dependent  upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program 
is  provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  the 
availability  of  funds  for  this  purpose.  NCI  policy  for  SPORE  grants  establishes  the  following  limits  to  the 
requested  budgets:  up  to  $1.5  million  direct  costs  in  the  01  year  with  a maximum  4 percent  annual  escalation  in  the 
remaining  years  proposed. 
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GOALS  AND  SCOPE 


The  goal  of  this  RFA  is  to  establish  three  SPOREs,  that  will  assemble  enough  laboratory  and  clinical  scientists 
working  together  on  human  lung  cancer  to  be  able  to  translate  basic  findings  into  applied,  innovative  research  with 
patients  and  populations.  The  ultimate  objective  is  to  reduce  incidence  and  mortality  and  to  increase  and  improve 
survival  to  the  disease.  The  essential  characteristics  of  a SPORE  include  (1)  a strong  scientific  program  that  will 
have  a clear  impact  on  the  disease,  (2)  a strong  innovative  pilot  research  program  that  can  respond  quickly  to  new 
research  opportunities,  (3)  a strong  career  development  program  to  develop  and  expand  the  scientific  cadre  of 
investigators  dedicated  to  translational  research  on  human  lung  cancer,  and  (4)  a human  lung  cancer  tissue 
procurement  resource  and  other  resources  specifically  dedicated  to  translational  research  objectives. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES. 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

The  most  recent  revision  of  the  research  grant  application  form  PHS  398  (revised  10/88)  must  be  used  in  applying  for 
these  grants.  Applications  must  be  received  by  January  17,  1992;  those  received  after  that  date  will  be  returned. 
Further  information  regarding  application  procedures  and  application  forms  may  be  obtained  from  the  NCI  Program 
Director  named  below. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  by  October  25,  1991,  a letter  of  intent  that  includes  the  name  and 
address  of  the  Principal  Investigator  and  identifies  the  component  research  projects,  core  units  and  their  principal 
investigators,  any  collaborating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the 
application  is  being  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter 
into  the  review  of  subsequent  applications,  it  provides  an  indication  of  the  number  and  scope  of  the  applications  to 
be  reviewed.  The  letter  of  intent  is  to  be  sent  to  Dr.  Andrew  Chiarodo  (see  INQUIRIES  below). 

INQUIRIES 

This  is  an  abbreviated  version  of  the  RFA.  Copies  of  the  complete  RFA  and  additional  information  concerning  the 
objectives  and  scope  of  this  RFA  may  be  obtained  from: 

Andrew  Chiarodo,  Ph.D. 

Chief,  Organ  Systems  Coordinating  Branch 

Division  of  Cancer  Biology,  Diagnosis,  and  Centers 

National  Cancer  Institute 

9000  Rockville  Pike 

Executive  Plaza  North,  Suite  316 

Bethesda,  MD  20892 

Telephone:  (301)  496-8528 

FAX:  (301)  402-0181 

For  fiscal  and  administrative  matters,  contact: 

Robert  E.  Hawkins 

Grant  Management  Specialist 

Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Room  216 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800  ext.  13 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  catalog  of  Federal  Domestic  Assistance  No.  93.397.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410  as  amended:  42  USC  241)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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1991 


SPECIALIZED  PROGRAMS  OF  RESEARCH  EXCELLENCE  IN  PROSTATE  CANCER 


RFA  AVAILABLE:  CA-91-35 
P.T.  34;  K.W.  0715030,  0715167 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  October  25,  1991 
Application  Receipt  Date:  January  17,  1992 

PURPOSE 

The  Organ  Systems  Coordinating  Branch  of  the  Division  of  Cancer  Biology,  Diagnosis,  and  Centers  at  the  National 
Cancer  Institute  (NCI)  announces  the  availability  of  a Request  for  Applications  (RFA)  for  grants  to  establish 
Specialized  Programs  of  Research  Excellence  in  Prostate  Cancer  at  institutions  that  will  make  strong  commitments  to 
the  organization  and  conduct  of  these  programs.  Each  Specialized  Program  of  Research  Excellence  (SPORE)  must  be 
dedicated  to  state-of-the-art  research  in  the  biology  of  prostate  cancer  as  well  as  prevention,  diagnosis,  and 
treatment  of  the  disease;  rehabilitation  and  qual i ty-of- l i fe  research  may  also  be  pursued.  The  SPORE  must  (1) 
foster  basic  and  clinical  research  collaborations;  (2)  develop  and  maintain  human  prostate  cancer  tissue  resources; 
(3)  develop  and  improve  animal  models  for  prostate  cancer  research;  (4)  provide  career  development  opportunities  for 
independent  investigators  who  wish  to  pursue  active  research  careers  in  prostate  cancer  research;  (5)  participate 
with  other  SPOREs  on  an  annual  basis  to  share  information,  assess  scientific  progress,  and  identify  new  research 
opportunities  for  reducing  incidence  and  mortality,  and  for  increasing  and  improving  survival;  and  (6)  develop 
extended  collaborations  in  critical  areas  of  research  need  with  laboratory  and  clinical  scientists  in  the  parent 
institution  and  in  other  institutions.  Each  SPORE  must  support  a mix  of  basic  and  clinical  research.  The  SPORE 
mechanism  is  not  intended  to  support  basic  research  to  the  exclusion  of  clinical  or  applied  research;  it  is  expected 
to  effectively  move  basic  research  findings  to  applied  research  with  patients  and  populations  and  to  use 
observations  from  applied  research  to  stimulate  new  basic  research. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Request  For  Application, 
Specialized  Program  of  Research  Excellence  (SPORE)  in  Prostate  Cancer,  is  related  to  the  priority  area  of  cancer. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone 
202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Domestic  non-profit  and  for-profit  organizations,  institutions,  and  government  agencies  are  eligible  to  apply.  To 
be  eligible,  applicant  organizations  must  have  a minimum  of  three  independent  investigators  who  are  successful  in 
obtaining  peer-reviewed  research  support  directly  related  to  prostate  cancer,  and  who  as  a group  represent 
experience  in  both  laboratory  and  clinical  research  and  access  to  a patient  care  and  service  facility  that  serves 
prostate  cancer  patients.  Applications  may  be  submitted  from  a single  institution  or  may  include  arrangements  with 
several  institutions,  e.g.,  consortia,  as  appropriate. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  P50  Specialized  Center  Grant  mechanism.  Applicants  will  be  responsible 
for  the  planning,  direction,  and  execution  of  the  proposed  SPORE  program.  Except  as  otherwise  noted  in  this  RFA, 
awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement. 

The  RFA  is  a one  time  solicitation.  The  total  project  period  for  applications  submitted  in  response  to  the  present 
RFA  must  not  exceed  three  years.  The  anticipated  award  date  will  be  September  30,  1992. 

FUNDS  AVAILABLE 

The  NCI  anticipates  making  up  to  three  awards  for  initial  project  periods  of  three  years  and  anticipates  that  a 
total  of  $7.5  million  will  be  set  aside  for  the  initial  year's  funding.  Funding  in  response  to  this  RFA  is 
dependent  upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program 
is  provided  for  in  the  financial  plans  of  the  NCI,  the  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  the 
availability  of  funds  for  this  purpose.  NCI  policy  for  SPORE  grants  establishes  the  following  limits  to  the 
requested  budgets:  up  to  $1.5  million  direct  costs  in  the  01  year  with  a maximum  4 percent  annual  escalation  in  the 
remaining  years  proposed. 

GOALS  AND  SCOPE 

The  goal  of  this  RFA  is  to  establish  three  SPOREs  that  will  assemble  critical  masses  of  laboratory  and  clinical 
scientists  working  together  to  expand  the  research  base  in  prostate  cancer  and  to  translate  the  basic  research 
findings  to  applied  innovative  research  with  patients  and  populations.  The  ultimate  objective  is  to  increase  and 
improve  survival  and  to  reduce  incidence  and  mortality  to  the  disease.  The  essential  characteristics  of  a SPORE 
include  (1)  a strong  scientific  program  that  will  have  a clear  impact  on  the  disease,  (2)  a strong  innovative  pilot 
research  program  that  can  respond  quickly  to  new  research  opportunities,  (3)  a strong  career  development  program  to 
develop  and  expand  the  scientific  cadre  of  investigators  dedicated  to  research  on  prostate  cancer,  and  (4)  a human 
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prostate  cancer  tissue  procurement  resource,  an  animal  model  resource,  and  other  resources  specifically  dedicated  to 
prostate  cancer  research. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES. 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  While  inclusion  of  women  is  not  relevant  to  this  RFA,  the  requirement  to 
address  minorities  must  be  addressed.  If  minorities  are  not  included  in  the  study  populations  for  clinical  studies, 
a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not  be 
accepted  for  review. 

APPLICATION  PROCEDURES 

The  most  recent  revision  of  the  research  grant  application  form  PHS  398  (revised  10/88)  must  be  used  in  applying  for 
these  grants.  Applications  must  be  received  by  January  17,  1992;  those  received  after  that  date  will  be  returned. 
Further  information  regarding  application  procedures  and  application  forms  may  be  obtained  from  the  NCI  Program 
Director  named  below. 


LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit  by  October  25,  1991,  a letter  of  intent  that  includes  the  name  and 
address  of  the  Principal  Investigator  and  identifies  the  component  research  projects,  core  units  and  their  principal 
investigators,  any  collaborating  institutions,  and  the  number  and  title  of  the  RFA  in  response  to  which  the 
application  is  being  submitted.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter 
into  the  review  of  subsequent  applications,  it  provides  an  indication  of  the  number  and  scope  of  the  applications  to 
be  reviewed.  The  letter  of  intent  is  to  be  sent  to  Dr.  Andrew  Chiarodo  (see  INQUIRIES  below). 


INQUIRIES 

This  is  an  abbreviated  version  of  the  RFA.  Copies  of  the  complete  RFA  and  additional  information  concerning  the 
objectives  and  scope  of  this  RFA  may  be  obtained  from: 

Andrew  Chiarodo,  Ph.D. 

Chief,  Organ  Systems  Coordinating  Branch 

Division  of  Cancer  Biology,  Diagnosis,  and  Centers 

National  Cancer  Institute 

9000  Rockvi l le  Pike 

Executive  Plaza  North,  Suite  316 

Bethesda,  MD  20892 

Telephone:  (301)  496-8528 

FAX:  (301)  402-0181 


For  fiscal  or  administrative  matters,  contact: 


Robert  E.  Hawkins 
Grants  Management  Specialist 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  216 
Bethesda,  MD  20892 
Telephone:  (301)  496-7800 

AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  913.397.  Awards  are  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410  as  amended:  42  USC  241)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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ONGOING  PROGRAM  ANNOUNCEMENTS 


PREVENTIVE  ONCOLOGY  ACADEMIC  AWARD 

PA:  PA-91-87 

P.T.  34;  K.U.  0715035,  0745027,  0785140 
National  Cancer  Institute 

Application  Receipt  Dates:  February  1,  June  1,  October  1 
PURPOSE 

The  National  Cancer  Institute  (NCI)  invites  submission  of  applications  from  individuals  who  hold  a Ph.D.,  M.D.,  or 
similar  professional  degree  for  career  development  awards  in  cancer  prevention.  Subject  areas  appropriate  for 
awards  under  this  program  announcement  include  cancer- related  aspects  of  human  genetics,  human  nutrition,  behavioral 
and  social  sciences,  biochemical  and  genetic  epidemiology,  prevention  clinical  trials,  health  education  and 
promotion,  nursing,  and  public  health.  The  proposed  research  must  be  directly  applicable  and  relevant  to  cancer 
prevention  and  control. 

The  scope  of  the  candidate's  career  training  research  projects  may  extend  from  the  development  and  testing  of 
hypotheses  concerning  cancer  prevention,  the  design  and  implementation  of  interventions  in  defined  populations,  to  a 
large-scale  demonstration  project. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion 
"Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas. 

Preventive  Oncology  Academic  Award,  is  related  to  the  priority  area  of  Cancer, 
copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  Hea 
Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government 
20402-9325  (telephone  202-783-3238). 

OBJECTIVES 

The  primary  objective  of  this  program  is  to  train  professionals  in  research  techniques  necessary  for  the  development 
and  implementation  of  interventions  designed  to  prevent  cancer  and  to  improve  the  early  detection  and  diagnosis  of 
cancer.  Of  special  interest  is  training  that  focuses  on  the  definition  of  high-risk  groups  and  on  new  methods  of 
intervention  that  will  reduce  cancer  incidence  and  mortality  in  these  groups. 

Personnel  trained  under  this  career  program  are  expected  to  have  a significant  impact  on  cancer  prevention  and 
control  research  efforts,  especially  in  projects  designed  to:  (1)  increase  participation  in  programs  that  may 
result  in  earlier  detection  and  diagnosis  of  cancer,  particularly  in  special  populations  with  increased  cancer  risk 
(e.g.,  ethnic  groups,  minority  groups,  and  groups  with  low  socioeconomic  status);  and  (2)  prevent  cancer  by  the 
modification  of  behaviors  and  life-styles  related  to  increased  cancer  risk  (e.g.,  tobacco  use,  altered  diet). 

A secondary  objective  is  to  strengthen  the  preventive  oncology  and  research  career  education  programs  at 
institutions  that  sponsor  these  academic  awards  (K07). 

MECHANISM  OF  SUPPORT 

This  program  announcement  will  provide  awards  through  the  existing  Preventive  Oncology  Academic  Award  (K07)  grant 
mechanism.  Each  award  will  be  made  for  a total  project  period  of  three  to  five  years  depending  on  the  applicant's 
background,  needs,  and  objectives. 

ELIGIBILITY 

The  candidate  must  be  a citizen  or  permanent  resident  of  the  United  States,  hold  a doctorate  level  degree  (e.g., 
M.D.,  Ph.D.,  D.O.),  and  have  at  least  two  years  of  postgraduate  experience. 

The  major  target  group  for  this  award  includes  professionals  already  proficient  in  clinical  oncology,  general 
epidemiology,  psychology,  behavioral  sciences,  or  other  pertinent  sciences  who  wish  to  make  the  transition  to  a 
career  in  cancer  prevention  and  control  research.  Also  included  are  other  professionals  who  already  have  some 
training  in  cancer  prevention  and  control  but  who  need  to  gain  additional  professional  experience  that  will  permit 
them  to  become  fully  independent  investigators. 

Applications  may  be  submitted  by  individuals  who  are  affiliated  with  public  or  private  entities  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments  and  eligible  agencies  of  the 
Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged.  This  award  also  provides  an 
optional  opportunity  to  trainees  who  wish  to  participate  in  prevention  and  control  research  projects  at  the  for 
three  months  or  more. 

The  candidate  must  have  a teaching  or  research  appointment  with  the  sponsoring  institution  at  the  time  the  award  is 
made  and  devote  full-time  (at  least  80  percent)  to  this  award.  An  institution  sponsoring  a candidate  for  the  award 
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and  disease  prevention  objectives  of 
This  program  announcement. 

Potential  applicants  may  obtain  a 
Ithy  People  2000"  (Summary  Report: 
Printing  Office,  Washington,  D.C. 


must  show  cocmiitment  to  developing  and  improving  the  teaching  of  prevention  of  cancer,  commit  educational  resources 
for  the  training,  grant  time  for  the  awardee  to  acquire  educational  skills,  and  provide  facilities  for  research. 

STUDY  POPULATIONS 

It  is  the  NIH  policy  that  women  and  minorities  must  be  included  in  clinical  study  populations  unless  there  is  a good 
reason  to  exclude  them,  and  the  study  design  must  seek  to  identify  any  pertinent  gender  or  minority  population 
di f ferences. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  policy  is  that  applicants  for  NIH  grants  will  be  required  to  include  minorities  and  women  in  study  populations 
so  that  research  findings  can  be  of  benefit  to  all  persons  at  risk  of  the  disease,  disorder  or  condition  under 
study;  special  emphasis  should  be  placed  on  the  need  for  inclusion  of  minorities  and  women  in  studies  of  diseases, 
disorders  and  conditions  which  disproportionately  affect  them.  This  policy  is  intended  to  apply  to  males  and 
females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical  research, 
particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in 
Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However, 
NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the 
full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  Native  Americans  (including  American  Indians 
or  Alaskan  Natives),  Asian/Pacif ic  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority 
population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  clinical  studies  in  which 
human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made  to 
include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the  study 
broadly,  and  this  should  be  addressed  by  applicants. 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  the 
information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific 
weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  for  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATIONS  PROCEDURES 

Applicants  are  encouraged  to  obtain  copies  of  program  guidelines  containing  further  requirements  from: 

Program  Director 
Cancer  Training  Branch 
National  Cancer  Institute 
Executive  Plaza  North,  Room  232 
9000  Rockville  Pike 
Bethesda,  MD  20892 

The  most  recent  revision  of  the  research  grant  application  form  PHS  398  (rev.  10/88)  must  be  used.  These  forms  are 
available  at  most  institutional  business  offices;  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants, 
National  Institutes  of  Health,  Room  449,  Westwood  Building,  5333  Westbard  Avenue,  Bethesda,  MD  20892,  telephone 
(301)  496-7441. 

Complete  line  2 of  the  application  face  page  of  the  PHS  398  by  inserting  the  title  and  number  of  this  announcement, 
"Preventive  Oncology  Academic  Award,  PA-91 -87." 

Submit  a signed,  typewritten  original  of  the  application  including  the  Checklist  and  four  signed,  exact  photocopies 
in  one  package  to  the  address  below.  The  photocopies  must  be  clear  and  single  sided. 

DIVISION  OF  RESEARCH  GRANTS 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 


NIH  Guide  for  Grants  and  Contracts  - Vol.  20,  No.  34,  Part  I of  II  - September  13,  1991 

Page  12 


At  time  of  submission,  send  two  additional  copies  of  the  application  to: 


REFERRAL  OFFICER 

Division  of  Extramural  Activities 
National  Cancer  Institute 
Westwood  Building,  Room  838 
5333  Westbard  Avenue 
Bethesda,  MD  20892 

REVIEW  PROCEDURES  AND  CRITERIA 


Applications  will 
will  be  reviewed 
Activities,  NCI, 
the  applications 


be  assigned  on  the  basis  of 
for  scientific  and  technical 
in  accordance  with  the  usual 
will  receive  a second- level 


established  Public  Health  Service  referral  guideli 
merit  by  a study  section  convened  by  the  Division 
NIH  peer  review  procedures.  Following  scientific- 
review  by  the  National  Cancer  Advisory  Board. 


nes.  Applications 
of  Extramural 
technical  review. 


Applications  will  be  reviewed  for  the  candidate's  commitment  to  and  potential  for  a career  focusing  on  cancer 
prevention  and  control,  excellence  of  the  proposed  research  project,  the  potential  for  development  of  new  research 
skills,  the  qualifications  of  the  proposed  sponsor,  and  the  availability  of  appropriate  facilities  and  resources  for 
the  training. 

Applications  will  compete  for  available  funds  with  all  other  approved  applications  assigned  to  the  NCI.  The 
following  will  be  considered  in  making  funding  decisions:  o Quality  of  the  proposed  project  as  determined  by  peer 
revi ew 

o Program  balance  among  research  areas  of  the  announcement 


o Availability  of  funds 


INQUIRIES 


Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from  potential 
applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Dr.  John  Schneider  or  Dr.  Andrew  Vargosko 

Cancer  Training  Branch 

National  Cancer  Institute 

Executive  Plaza  North,  Room  232 

Bethesda,  MD  20892 

Telephone:  (301)  496-8580 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  Robert  Hawkins 

Team  Leader,  Grants  Administration  Branch 
National  Cancer  Institute 
National  Institutes  of  Health 
Executive  Plaza  South,  Room  242 
Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  extension  13 
AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.398.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or 
Health  Systems  Agency  review. 


COURSES  RELATED  TO  GENOMIC  ANALYSIS 

PA:  PA-91-88 


P.T.  34;  K.W.  1215018,  0502000,  0755045,  0755035 
National  Center  for  Human  Genome  Research 


The  National  Center  for  Human  Genome  Research  (NCHGR 


courses  in  genomic  analysi 
and  physical  mapping;  DNA 
Human  Genome  Program;  and 
principles  and  methods  of 


s.  Of  particular  interest 
sequencing  technology  appl 
interdisciplinary  training 
studying  the  ethical,  lega 


) invites  applications  for  support  of  short,  advanced- level 
are  courses  that  emphasize  new  laboratory  techniques  in  genetic 
icable  to  large-scale  projects;  informatics  as  it  relates  to  the 
in  principles  of  genomic  analysis  for  non-biologists  and 
l,  and  social  issues  relevant  to  the  Human  Genome  Program  for 
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biologists.  These  courses  are  meant  to  enhance  the  skills  of  individuals  who  are  already  involved  in  or  are 
interested  in  pursuing  laboratory  or  scholarly  research  relevant  to  the  goals  of  the  Human  Genome  Program. 

BACKGROUND 

The  National  Institutes  of  Health,  in  coordination  with  several  other  Federal,  private,  and  international 
organizations,  is  currently  engaged  in  a research  program  designed  to  characterize  the  genomes  of  the  human  and 
selected  model  organisms.  As  outlined  in  a five-year  plan  recently  prepared  in  conjunction  with  the  Department  of 
Energy  and  available  from  the  Human  Genome  Management  Information  Center,  Oak  Ridge  National  Laboratory,  Oak  Ridge, 
TN  37831-6050,  telephone  number  (615)  576-6669,  the  initial  objectives  of  the  Human  Genome  Program  include  the 
construction  of  a high-resolution  genetic  linkage  map  of  the  human,  the  development  of  detailed  physical  maps  of 
both  the  human  genome  ahd  the  genomes  of  model  organisms,  and  the  improvement  of  technology  for  genetic  and  physical 
mapping,  DNA  sequencing,  and  data  management.  The  longer-term  goals  of  the  program  include  determination  of  the 
human  DNA  sequence  and  the  sequences  of  the  DNA  of  important  model  organisms  and  ultimately  the  identification  of 
all  the  genes.  An  additional  important  objective  throughout  the  entire  course  of  the  research  program  is  the 
analysis  of  the  ethical,  legal,  and  social  policy  issues  that  are  raised  by  the  availability  of  such  detailed 
genetic  information.  The  expected  outcomes  of  the  Human  Genome  Program  are  a set  of  research  tools,  comprising  both 
materials  and  information,  that  will  improve  the  capability  and  efficacy  of  a wide  range  of  biological  and 
biomedical  research,  as  well  as  guidelines,  recommendations,  and  policies  for  the  introduction  of  this  new 
information  into  medical  practice. 

For  the  genome  project  and  the  field  of  genomic  research  to  develop  rapidly  enough  to  meet  these  goals  in  a timely 
and  cost-effective  manner,  it  will  be  necessary  to  disseminate  technological  advances  and  new  information  as  rapidly 
as  possible  and  to  recruit  scientists  from  many  disciplines,  both  biological  and  non-biological,  into  this  research 
area.  The  development  of  many  fields,  such  as  molecular  biology  and  genetics,  has  been  enormously  abetted  by  the 
availability  of  short,  intensive,  advanced- level  courses.  Properly  designed  courses  in  areas  of  relevance  to 
genomic  analysis  could  be  of  similar  utility  to  the  development  of  the  genome  project  itself  and  to  the  application 
of  the  information  produced  by  the  project. 

RESEARCH  OBJECTIVE 

The  goal  of  this  program  announcement  is  to  stimulate  the  development  of  courses  in  subjects  relevant  to  the  Human 
Genome  Program  and  appropriate  to  the  broader  scientific  community.  The  objective  of  each  course  must  be  to  provide 
participants  with  up-to-date  knowledge  of  the  latest  technological  advances  so  that  they  can  participate  more 
effectively  in  the  Human  Genome  Program  or  utilize  the  information  and  technology  produced  by  the  Human  Genome 
Program  in  other  areas  of  research. 

Although  grants  have  already  been  awarded  for  a number  of  courses,  the  NCHGR  is  still  interested  in  receiving 
applications  for  courses  in  all  areas  of  genomic  analysis.  The  following  list  of  potential  subjects  for  such 
courses  is  not  intended  to  be  limiting,  but  to  provide  examples: 

o Important  laboratory  techniques  applicable  to  physical  and/or  genetic  mapping  studies,  emphasizing  new 
technological  developments  relevant  to  genomic  analysis.  Examples  include:  in  situ  fluorescence  cytogenetics; 
microdissection  and  other  new  marker  development  techniques,  particularly  those  that  are  PCR-based;  use  of 
large-fragment  cloning  vectors  such  as  yeast  artificial  chromosomes;  and  linkage  analysis.  Courses  of  this  type 
must  be  addressed  to  practicing  biologists  who  want  to  learn  new  methodologies. 

o Large-scale  DNA  sequencing,  emphasizing  analysis  and  discussion  of  problems  to  be  solved,  particular  strategies, 
and  the  most  up-to-date  technology  applicable  to  large-scale  DNA  sequencing.  Large-scale  sequencing  courses  must 
include:  template  preparation;  sequencing;  collection,  assembly,  and  preliminary  analysis  of  sequence  data;  and 
automation  of  these  steps.  These  courses  must  be  at  an  advanced  level  and  designed  for  scientists  who  already  have 
experience  in  some  aspect  of  DNA  sequencing. 

o Courses  that  introduce  the  principles  of  genome  analysis  to  non-biological  scientists  such  as  mathematicians, 
statisticians,  physicists,  chemists,  engineers,  and  computer  and  information  scientists  in  order  to  stimulate  the 
application  of  state-of-the-art  methodologies  to  current  data  management  and  analysis  problems.  These  courses  must 
describe  current  experimental,  analytical,  and  data  management  methodology  as  an  introduction  to  a review  of  current 
problems.  These  courses  are  designed  to  stimulate  interdisciplinary  research  collaborations  between  mathematical  or 
computer  scientists  and  genome  researchers. 

o Various  aspects  of  informatics  relevant  to  large-scale  genetic  and  physical  mapping  and  sequencing  projects. 
Examples  include:  database  design,  data  analysis  for  map  and/or  sequence  assembly,  and  data  management.  Such 
courses  must  be  addressed  to  scientists  who  are  presently  involved  in  mapping  and  sequencing  projects. 

o Techniques  relevant  to  the  analysis  of  the  ethical,  legal,  and  social  implications  of  human  genome  research  and 
their  application  to  genomic  data.  Examples  include  courses  designed  to  introduce  scholars  trained  in  the 
humanities,  social  sciences,  and  law  to  the  science  underlying  genomic  research  and  to  introduce  biologists  and 
health  professionals  to  legal,  philosophical,  and  social  scientific  approaches.  Courses  in  the  principles  and 
methods  of  particular  disciplines,  such  as  insurance  economics  and  patent  law,  that  are  relevant  to  specific  uses  of 
new  genetic  knowledge  are  also  encouraged. 

Plans  for  the  inclusion  of  individuals  who  are  currently  underrepresented  in  the  field  of  genomic  research,  such  as 
women  and  underrepresented  minorities,  should  be  addressed. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  20,  No.  34,  Part  I of  1 1 - September  13,  1991 

Page  14 


Course  terms  may  range  from  a few  days  to  a few  weeks  and  may  be  offered  annually,  although  other  terms  will  be 
acceptable.  Applicants  may  request  support  for  two  years.  Faculty  must  consist  of  established  investigators  or 
scholars  actively  working  in  the  area  of  instruction. 

ELIGIBILITY 

Course  offerors  are  expected  to  be  academic  or  research  institutions  experienced  in  training.  However,  applications 
from  for-profit  institutions  will  also  be  accepted.  Only  domestic  institutions  are  eligible  to  apply  for  support 
under  this  announcement. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  the  Continuing  Education  Training  Grant  mechanism  (T15).  Allowable  costs 
include  personnel,  supplies,  travel,  and  per  diem  for  faculty  and  other  costs,  such  as  printing,  telephone, 
audio-visual,  postage,  recruitment  materials,  and  funds  for  a limited  number  of  scholarships.  The  indirect  cost 
rate  for  T 1 5 awards  is  eight  percent,  excluding  equipment,  tuition,  and  fees.  Although  it  is  envisioned  that 
applicant  institutions  will  have  the  necessary  equipment  to  support  course  offerings,  the  NCHGR  will  consider,  on  a 
limited  basis,  requests  for  equipment,  if  properly  justified.  Justification  for  equipment  that  is  to  be  purchased 
rather  than  rented  must  be  provided.  It  is  also  expected  that  the  courses  will  be  partially  supported  through 
registration  fees  paid  for  by  participants. 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  received  in  response  to  this  announcement  will  be  reviewed  in  accordance  with  the  usual  NIH  peer  review 
procedures.  Potential  applicants  are  encouraged  to  discuss  the  plans  and  objectives  of  their  proposed  courses  with 
NCHGR  staff  before  developing  their  applications. 

If  the  application  submitted  in  response  to  this  program  announcement  is  substantially  similar  to  a grant 
application  already  submitted  to  the  NIH  for  review,  but  which  has  not  yet  been  reviewed,  the  applicant  will  be 
asked  to  withdraw  either  the  pending  application  or  the  new  one.  Simultaneous  submission  of  identical  applications 
will  not  be  allowed,  nor  will  essentially  identical  applications  be  reviewed  by  different  review  committees. 
Therefore,  an  application  cannot  be  submitted  in  response  to  this  Program  Announcement  which  is  essentially 
identical  to  one  that  has  already  been  reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions  of 
an  application  already  reviewed,  but  such  application  must  include  an  "Introduction"  addressing  the  previous 
c r i t i que . 

Applications  will  be  evaluated  for  scientific  and  technical  merit  by  the  Genome  Research  Review  Committee  (GRRC). 
Review  criteria  include  the  following:  overall  scientific  and  didactic  merit  and  need  for  the  course;  potential 
effectiveness  of  the  course  in  disseminating  information  and  new  technological  approaches/developments  applicable  to 
furthering  the  goals  of  the  Human  Genome  Program;  quality  of  the  course  content  and  adequacy  of  the  syllabus; 
training,  experience,  and  research  competence  of  the  faculty;  criteria  for  selecting  participants  and  those  who  may 
receive  scholarships;  plans  for  recruiting  potential  participants  and  for  publicizing  the  availability  of  courses  to 
the  appropriate  community  of  scholars  and  scientists;  adequacy  and  availability  of  the  institution's  facilities, 
including  the  library;  appropriateness  of  the  requested  budget  for  the  proposed  course. 

Subsequent  to  GRRC  review,  the  applications  will  be  considered  by  the  National  Advisory  Council  for  Human  Genome 
Research. 

Funding  decisions  will  be  based  on  the  recommendations  of  the  GRRC  and  the  National  Advisory  Council  for  the  Human 
Genome  regarding  scientific  merit  and  program  relevance,  respectively,  the  need  for  the  particular  course  relative 
to  already  available  courses,  and  the  availability  of  funds. 

METHOD  OF  APPLYING 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88)  and  will  be  accepted  at  the  standard  application  receipt 
dates.  Application  kits  are  available  in  most  institutional  business  offices  and  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Bethesda,  MD  20892; 
telephone  (301)  496-7441.  The  title  and  number  of  this  announcement  must  be  typed  in  Item  2 on  the  face  page  of  the 
appl i cat  ion. 


Applications  will  be  accepted  on  the  standard  receipt  dates  for  new  applications:  October  1,  February  1 
If  applicants  wish  to  have  the  review  of  their  applications  expedited,  they  should  contact  program  staff 
the  end  of  this  announcement  for  additional  information  before  developing  the  application. 

The  original  and  six  copies  of  the  application  must  be  submitted  to: 

Grant  Application  Receipt  Office 
Division  of  Research  Grants 
Westwood  Building,  Room  240 
National  Institutes  of  Health 
Bethesda,  MD  20892** 

Telephone:  (301)  496-7273 


and  June  1 . 
listed  at 
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For  more  information  regarding  the  program  and  expedited  review  of  applications,  applicants  may  contact: 


Bettie  J.  Graham,  Ph.D. 

Chief,  Research  Grants  Branch 

National  Center  for  Human  Genome  Research 

Building  38A,  Room  612 

National  Institutes  of  Health 

Bethesda,  MD  20892 

Telephone:  (301)  496-7531 

E-mail  address:  B2GaNIHCU.bitnet;  B2GacU.NIH.gov 

For  information  about  PHS  grants  policy,  applicants  may  contact: 

Ms.  Alice  Thomas 

Chief,  Grants  and  Contracts  Management  Branch 

National  Center  for  Human  Genome  Research 

Building  38A,  Room  613 

National  Institutes  of  Health 

Bethesda,  MD  20892 

Telephone:  (301)  402-0733 

The  program  and  grants  management  officials  welcome  the  opportunity  to  clarify  any  issues  or  questions  related  to 
this  program  announcement  and  encourage  written  and  telephone  inquiries. 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.172.  Awards  will  be  made  under  the 
authority  of  the  Public  Health  Service  Act,  Section  301  (Public  Law  78-410,  as  amended  42  U.S.C.  241)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  to  Health  System  Agency  review. 


SPECIAL  EMPHASIS  RESEARCH  CAREER  AWARD  IN  GENOMIC  RESEARCH 

PA:  PA-91-89 

P.T.  34;  K.W.  1215018,  0755045,  1004017 
National  Center  for  Human  Genome  Research 

The  National  Center  for  Human  Genome  Research  (NCHGR)  is  soliciting  applications  for  Special  Emphasis  Research 
Career  Awards  (SERCA)  from  eligible  institutions  to  support  highly  qualified  scientists  seeking  careers  in 
interdisciplinary  genomic  research.  This  SERCA  is  intended  to  foster  the  career  development  of  individuals  with 
expertise  in  scientific  disciplines  that  would  further  technological  developments  critical  to  the  success  of  the 
Human  Genome  Program. 

BACKGROUND 

The  National  Institutes  of  Health  (NIH)  Human  Genome  Program  has  been  initiated  as  a 15-year  project  that  has  very 
specific  goals.  These  goals  are:  completion  of  a high-density  genetic  linkage  map  of  the  human  genome;  construction 
of  a high-resolution  physical  map  comprised  of  large  overlapping  contigs;  development  of  a "sequence- tagged  site" 
map;  development  of  technology  to  reduce  the  expense  of  DNA  sequencing  significantly  below  current  cost;  development 
of  computer  tools  to  manage  and  provide  access  to  mapping  and  sequencing  data;  examination  of  the  ethical,  legal, 
and  social  implications  of  the  Human  Genome  Program;  and  research  training. 

Although  the  genome  project  itself  is  predicated  on  the  new  and  powerful  methods  that  have  become  available  in  the 
past  decade,  further  technology  development  will  be  essential  to  facilitate  the  genetic  and  physical  mapping  goals 
of  the  Human  Genome  Program.  The  planning  of  the  course  of  the  Human  Genome  Program  has  assumed  that  new  ideas, 
instrumentation,  and  approaches  will  be  developed  to  further  reduce  the  cost  and  increase  the  efficiency  of  DNA 
sequencing  and  to  improve  the  management  of  data  emanating  from  large-  scale  mapping  and  sequencing  projects.  The 
development  and  successful  introduction  of  new  technology  requires  both  an  understanding  of  biology  and  the 
fundamentals  of  the  technology  to  be  applied,  so  that  the  solutions  derived  are  appropriate  and  implementable.  The 
NCHGR  believes  that  advances  in  genomic  research  will  depend,  in  part,  upon  a cadre  of  scientists  and  scholars  who 
have  been  trained  intensely  in  more  than  one  discipline  and  have  the  capabilities  to  develop  innovative, 
appropriate,  and  cost-  effective  solutions  for  the  problems  of  large-scale  mapping  and  sequencing.  To  stimulate  the 
training  of  scientists  who  are  facile  in  more  than  one  scientific  discipline,  the  NCHGR  has  emphasized 
interdisciplinary  training  as  one  of  its  goals. 

PURPOSE  OF  THE  AWARD 

The  purpose  of  this  SERCA  (KOI)  is  to  recruit  scientists  interested  in  and  capable  of  interdisciplinary  research  in 
areas  critical  to  the  advancement  of  the  research  goals  of  the  Human  Genome  Program.  The  SERCA  offers  opportunities 
for  training  in  the  biological  sciences  to  individuals  with  doctoral  degrees  in  scientific  disciplines  that  have  the 
potential  to  further  the  technological  developments  essential  to  the  success  of  the  Human  Genome  Program,  such  as 
mathematics,  engineering,  computer  sciences,  chemistry,  and  physics,  in  order  to  enable  such  individuals  to  pursue  a 
career  in  genomic  research.  Individuals  with  doctoral  degrees  in  the  biological  sciences  can  receive  additional 
training  through  the  National  Research  Service  Award  Program.  During  the  three  to  five  year  period  of  the  award, 
individuals  will  participate  in  training  activities  and  research  projects  under  the  supervision  of  advisors  who  have 
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distinguished  themselves  in  the  area  of  genomic  research.  At  the  conclusion  of  the  training  and  research 
experience,  awardees  are  expected  to  pursue  an  independent  career  in  genomic  research. 

PROVISIONS  OF  THE  AWARD 

The  NCHGR-SERCA  award  supports  a unique  working  relationship  between  the  awardee  and  the  advisor  and  sponsoring 
institution  that  involves  full-time  research  and  related  activities  as  specified  below. 

A.  Plan  of  Work 

Developmental  Phase:  During  the  first  one  to  two  years  the  awardee  is  expected  to  develop  capabilities  for 
conducting  interdisciplinary  research  in  some  aspect  of  genome  mapping,  sequencing,  or  informatics.  The  awardee's 
activities  may  include  participation  in  ongoing  research,  formal  courses,  workshops,  symposia,  and  scientific  and 
professional  meetings.  These  activities  must  be  oriented  around  an  area  of  genomic  research  in  which,  subsequent  to 
the  grant  period,  the  awardee  contemplates  the  future  development  of  a research  program. 

Project  Phase:  Beginning  as  early  as  possible,  the  awardee  is  expected  to  become  engaged  in  a collaborative 
research  project  with  an  advisor.  The  project,  which  must  be  designed  as  a basis  for  a future  research  project, 
must  be  exploratory  in  nature  and  serve  as  the  basis  for  the  awardee's  future  independent  project.  It  is  expected 
that  the  awardee  will  devote  full-time  to  research. 

B.  Relationship  to  Institution  and  Advisor 

Throughout  the  grant  period,  the  sponsoring  institution  is  expected  to  foster  the  working  relationship  between  the 
awardee  and  an  advisor.  The  sponsoring  institution  will  facilitate  the  program  in  every  way  possible,  providing 
space,  resources,  and  other  support  insofar  as  feasible.  Although  the  program  must  be  situated  at  a single 
institution,  travel  to  and  stays  at  other  institutions  for  relevant  research  and  training  experiences  are 
permi ssible. 

The  advisor  must  be  a scientist  with  extensive  experience  in 

genomic  research  and  commitment  to  achieving  the  goals  of  the  Human  Genome  Program.  During  the  granting  period,  the 
advisor  will  sponsor  and  oversee  the  proposed  training  and  research  program  and  will  ensure  that  the  awardee 
receives  the  proper  experience  for  a future  career  of  interdisciplinary  genomic  research.  The  advisor  is  expected 
to  be  a collaborator  on  the  awardee's  research  project.  However,  the  awardee  may  conduct  collaborative  research  with 
other  experienced  genome  researchers,  subject  to  the  approval  of  the  advisor. 

C.  Duration 

This  award  is  for  continuous,  full-time  support  of  genomic  research  training  and  interdisciplinary  research  for  a 
period  of  three  to  five  consecutive  years.  The  award  is  non-  renewable.  However,  development  of  a separate  and 
subsequent  application  for  research  support  (e.g.,  expansion  of  the  exploratory/feasibility  studies  initiated  during 
the  project  phase  of  the  award)  is  highly  encouraged,  either  near  the  end  of  or  following  the  award. 

D.  Allowable  Award  Costs 

The  NCHGR-SERCA  grant  is  made  annually  to  the  sponsoring  institution  for  the  purpose  of  supporting  the  awardee's 
research  career  development  and  the  interdisciplinary  research  projects.  Costs  allowed  may  include: 

o Awardee's  Salary.  Up  to  $50,000  from  SERCA  funds  for  full-time  salary  support  may  be  requested.  The  actual 
salary  must  be  consistent  with  the  established  salary  structure  of  the  institution  for  persons  of  equivalent 
experience  and  rank.  In  addition,  fringe  benefits  will  be  provided  on  that  part  of  the  salary  paid  from  SERCA. 
Institutional  supplementation  of  the  awardee's  salary  is  permitted.  100  percent  effort  on  this  award  is  required. 

o Research  Support.  In  addition  to  the  awardee's  salary,  up  to  a maximum  of  $20,000  per  year  may  be  requested  to 
partially  defray  the  research  expenses:  e.g.,  instrument  development,  computer  time,  data  collection,  analysis 
costs,  technical  assistance,  consultant  costs,  domestic  travel,  publication  costs,  and  other  appropriate  expenses 
that  are  essential  to  the  proposed  research  program.  Requests  for  research  support  must  be  well-  justified  in  the 
application. 

o Tuition.  If  essential  to  the  awardee's  individual  development  program,  funds  for  tuition  for  training  courses  may 
be  requested  during  the  first  one  or  two  years  of  the  award  on  a course-by-course  basis. 

o Indirect  Costs.  The  indirect  cost  rate  for  this  KOI  award  is  be  eight  percent,  excluding  tuition  and  fees. 
CRITERIA  FOR  ELIGIBILITY 
A.  The  Candidate 

The  candidate  must  hold  a Ph.D.  or  equivalent  professional  degree  in  a scientific  discipline  other  than  biology, 
such  as  engineering,  mathematics,  computer  sciences,  physics,  or  chemistry  and  show  evidence  of  expertise  in  his/her 
discipline  (e.g.,  by  scholarly  publications).  In  exceptional  cases,  individuals  who  do  not  have  doctoral  degrees, 
but  have  significant  research  experience,  may  be  eligible. 

It  is  desirable  that  the  candidate  have  some  post-doctoral  research  experience.  In  addition,  the  candidate  must 
demonstrate  a commitment  to  pursue  a career  in  genomic  research  following  completion  of  the  award.  This  program  is 
open  to  scientists  at  all  career  levels. 
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Because  the  NCHGR  will  evaluate  the  impact  of  this  initiative  on  the  Human  Genome  Program,  the  candidate  must  agree 
to  inform  the  NCHGR  for  a period  of  five  years  subsequent  to  completion  of  the  award  about  his/her  research 
activities,  publications,  grants  or  contracts,  and  academic  status,  and  must  agree  to  attend  any  scheduled  meetings 
of  grantees  sponsored  by  the  NCHGR. 

The  candidate  must  be  a citizen  or  noncitizen  national  of  the  United  States  or  its  possessions  and  territories  or 
must  have  been  lawfully  admitted  to  the  United  States  for  permanent  residence  at  the  time  of  application. 
Applications  from  women  and  minority  candidates  are  especially  encouraged. 

B.  The  Program  of  Activity 

The  candidate's  program  of  activity  must  be  fully  described  in  terms  of  providing  adequate  training  and 
interdisciplinary  experience  relevant  to  genomic  research. 

The  application  must  describe  the  advisor's  background,  qualifications,  commitment  to  the  applicant's  training  and 
research  program,  and  understanding  and  commitment  to  the  Human  Genome  Program. 

The  institution  must  provide  evidence  of  its  commitment  to  the  candidate's  research  development.  The  sponsoring 
institution  need  not  be  the  applicant's  current  employer,  nor  is  it  essential  for  the  sponsoring  institution  to 
commit  itself  to  eventual  placement  of  the  candidate  on  its  permanent  faculty.  However,  the  current  employer  of  the 
candidate  must  indicate  concurrence  with  the  training  plan. 

METHOD  OF  APPLYING 

Prospective  applicants  must  obtain  specific  instructions  for  preparing  applications  for  this  SERCA  from  the  program 
officer  listed  at  the  end  of  this  announcement.  Prospective  applicants  are  encouraged  to  discuss  their  proposed 
project  with  NCHGR  staff  prior  to  developing  an  application. 

APPLICATION  AND  REVIEW  PROCEDURES 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88)  available  at  most  institutional  business  offices  and 
from  the  Division  of  Research  Grants,  NIH,  telephone  (301)  496-7441. 

Complete  line  2 of  the  application  face  page  (PHS  398)  by  inserting  the  title  and  number  of  this  announcement, 

"SERCA  in  Genomic  Research,  PA-91 -89." 

A.  Staff  Contact  and  Supplementary  Guidelines 

Prospective  applicants  need  to  obtain  supplementary  guidelines  and  instructions,  and  to  discuss  their  eligibility 
and  proposed  program  of  activities  by  contacting: 


Bettie  J.  Graham,  Ph.D. 

Chief,  Research  Grants  Branch 

National  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  612 

Bethesda,  MD  20892 

Telephone:  (301)  496-7531 


For  information  about  PHS  grants  policy,  applicants  may  contact: 
Ms.  Alice  Thomas 

Chief,  Grants  and  Contracts  Management  Section 

National  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  613 

Bethesda,  MD  20892 

Telephone:  (301)  402-0733 


The  program  and  grants  management  officials  welcome  the  opportunity  to  clarify  any  issues  or  questions  related  to 
this  program  announcement  and  encourage  written  and  telephone  inquiries. 

B.  Submission  of  Application 

The  completed  application  and  six  copies  must  be  mailed  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 


C.  Review  of  Applications 


Review  of  the  applications  for  scientific  and 
Committee,  NCHGR.  In  this  review,  particular 


technical  merit  will  be 
attention  will  be  given 


conducted  by  the  Genome 
to:  (1)  the  candidate's 


Research  Review 
prior  training, 
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experience,  and  publication  record;  (2)  clear  intention  to  pursue  genomic  research;  career  potential  in  genomic 
research;  (3)  research  career  development  plans;  (4)  adequacy  of  the  proposed  training  and  research  plans;  (5) 
advisor's  experience  in  genomic  research  and  commitment  to  the  applicant  and  his/her  plans;  and  (6)  resources  and 
environment.  The  application  must  demonstrate  that  the  award  will  enhance  the  candidate's  capability  to  pursue  an 
interdisciplinary  approach  to  genomic  research,  that  the  advisor  is  committed  to  the  goals  of  the  Human  Genome 
Program,  and  that  the  sponsoring  institution  will  provide  adequate  support. 

Applications  will  be  accepted  on  the  standard  receipt  dates  for  new  applications,  October  1,  February  1,  and  June  1. 
If  applicants  want  the  review  of  their  applications  to  be  expedited,  they  must  contact  program  staff  listed  under 
"Application  and  Review  Procedures"  for  additional  information  before  developing  the  application. 

The  recommendations  of  the  Genome  Research  Review  Committee  will  be  considered  by  the  National  Advisory  Council  for 
Human  Genome  Research.  Applications  recommended  for  approval  by  the  Advisory  Council  will  be  considered  for  funding 
on  the  basis  of  the  overall  merit  of  the  proposal  as  determined  by  the  Genome  Research  Review  Committee,  relevance 
of  the  proposal  to  the  research  objectives  of  the  NCHGR,  and  availability  of  funds. 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.172.  Awards  will  be  made  under  the 
authority  of  the  Public  Health  Service  Act,  Sections  301  (Public  Law  78-410,  as  amended  42  U.S.C.  241)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is 
not  subject  to  the  intergovernmental  review  requirement  of  Executive  Order  12372  or  to  Health  Systems  Agency  review. 


FORECASTING  LIFE  AND  HEALTH  EXPECTANCY  IN  OLDER  POPULATIONS 

PA:  PA-91-90 

P.T.  34;  K.U.  0413001,  0710010 
National  Institute  on  Aging 
PURPOSE 

The  National  Institute  on  Aging  (NIA)  invites  qualified  researchers  to  submit  applications  on  measuring  and 
forecasting  life  expectancy  and  health  ("active  life")  expectancy,  with  emphasis  on  the  older  population. 

The  continuing  increases  in  longevity  within  the  United  States  have  been  accompanied  by  shifts  in  the  major  causes 
of  mortality  and  morbidity  of  the  elderly.  As  a result,  a number  of  questions  about  the  future  size,  composition, 
and  quality  of  life  of  the  elderly  population  have  arisen.  Little  is  known  about  changes  in  morbidity  and  disability 
brought  about  by  these  trends,  although  several  hypotheses  regarding  the  compression,  postponement,  or  expansion  of 
morbidity  have  been  put  forth.  The  projected  changes  in  the  incidence  of  chronic  conditions  will  have  an  impact  on 
the  future  needs  for  medical  care  and  other  services  for  the  elderly.  The  changes  in  life  expectancy  at  older  ages 
coupled  with  worklife  expectancy  will  also  have  a major  impact  on  the  Medicare  and  Social  Security  Trust  Funds.  In 
order  to  foster  effective  planning  for  the  resources  for  the  elderly  in  the  future,  accurate  measures  and  forecasts 
of  life  expectancy  and  the  disaggregated  components  of  the  life  cycle,  including  work  life  expectancy,  health 
expectancy,  active  life  expectancy  (also  termed  disability-  free  life  expectancy),  disabled  life  expectancy,  and 
institutionalized  life  expectancy  are  needed.  Further,  the  development  of  these  measures  is  critical  to  tracking 
the  DHHS  national  health  promotion  and  disease  prevention  goals  for  the  year  2000,  as  well  as  providing  a basis 
against  which  to  evaluate  interventions  to  reduce  frailty  and  extend  the  independence  of  older  people. 

Despite  the  need  for  accurate  forecasts,  population  projections  in  the  1960s  and  1970s  consistently  underestimated 
the  growth  of  the  elderly  population,  particularly  the  age  85  and  older  group.  The  standard  period  life  tables,  by 
definition,  do  not  take  into  account  differential  assumptions  concerning  future  mortality,  and  many  methods  handle 
uncertainty  in  only  a very  rudimentary  fashion,  if  at  all.  Similarly,  expected  changes  in  morbidity  and  disability 
are  seldom  incorporated  into  methods  for  projecting  active  life  expectancy.  New  methods  are  needed  to  handle  the 
complex  interactions  of  competing  risks  of  various  diseases  and  the  disabilities,  morbidity,  and  mortality  they 
cause,  as  well  as  to  solve  the  related  measurement  issues. 

This  announcement  is  part  of  the  broad  program  of  the  NIA  that  was  established  by  law  in  1974  for  the  "conduct  and 
support  of  biomedical,  social,  and  behavioral  research  and  training  related  to  the  aging  process  and  the  diseases 
and  other  special  problems  and  needs  of  the  aged."  This  announcement  is  coordinated  with,  but  does  not  replace, 
other  highly  relevant  announcements  from  the  Behavioral  and  Social  Research  Program,  such  as  Behavioral  and  Social 
Research  on  Aging,  the  Oldest  Old,  the  Economics  of  Aging,  Health  and  Retirement,  Formal  Health  Care,  and  others. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS-led  National  activity  for  setting  priority  areas.  This  Announcement,  Forecasting  Life 
and  Health  Expectancy  in  Older  Populations,  is  related  to  the  priority  area  of  increasing  the  span  of  healthy  life 
for  Americans-survei l lance  and  data  systems  for  older  adults.  Potential  applicants  may  obtain  a copy  of  "Healthy 
People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0)  or  Healthy  People  2000"  (Summary  Report:  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325 
(telephone  202-783-3238). 


NIH  Guide  for  Grants  and  Contracts  - Vol.  20,  No.  34,  Part  I of  1 1 - September  13,  1991 

Page  19 


ELIGIBILITY  REQUIREMENTS 


Applications  for  research  grants  may  be  made  by  public  or  private,  for-profit  or  non-profit  organizations,  such  as 
universities,  colleges,  hospitals,  or  laboratories.  Women  and  minority  investigators,  in  particular,  are  encouraged 
to  apply.  Foreign  institutions  are  welcome  to  apply  but  are  advised  to  consult  NIA  staff  before  applying  and  are 
strongly  encouraged  to  apply  in  association  with  a U.S.  institution. 

MECHANISM  OF  SUPPORT 

The  primary  mechanisms  for  support  of  this  initiative  are  the  research  project  grant  (R01),  program  project  grant 
(P01),  First  Independent  Research  Support  and  Transition  (FIRST)  Award  (R29),  institutional  training  grant  (T32), 
individual  fellowships  (F32,  F33),  and  research  career  development  awards  (KOI,  K04). 

RESEARCH  OBJECTIVES 

A broad  range  of  studies  related  to  forecasting  both  the  life  expectancy  and  the  active  life  expectancy  of  the 
elderly  population  is  solicited.  Research  on  the  development  of  methods  and  models  for  improving  forecasts  of  life 
expectancy  and  active  life  expectancy  within  the  elderly  population  is  of  particular  importance.  The  application  of 
this  research  to  problems  of  the  oldest  old  (aged  85  and  older)  is  also  encouraged.  This  announcement  emphasizes 
both  the  use  of  existing  databases  for  developing  and  testing  models  and  forecasting  methods,  and  the  assembly  or 
collection  of  new  data.  Although  the  language  of  this  announcement  emphasizes  expectancy  measures,  implying  the 
"average"  of  some  distribution,  for  the  older  population  the  "average"  might,  in  some  cases,  be  misleading  and 
inadequate,  and  research  is  also  encouraged  on  forecasting  both  distributions  and  age-specific  patterns,  as  well  as 
"averages."  The  following  is  an  illustrative  and  nonexhaustive  list  of  major  topics  of  concern. 

A.  Development  of  methods  and  models.  Research  is  needed  on  the  development  of  methods  and  models  for  forecasting 
both  life  expectancy  and  other  measures  of  morbidity  and  disability.  Research  areas  include: 

o The  development,  comparison,  and  evaluation  of:  analytic  and  simulation  models  of  both  general  and 
cause-specif ic  mortality  at  advanced  ages;  methods  for  dealing  statistically  with  the  problem  of  competing  causes  of 
mortality;  approaches  to  obtaining  realistic  estimates  of  confidence  intervals  around  projections;  the  development 
and  application  of  survival  methodology;  and  the  comparison  of  different  types  of  forecasting  models  (e.g.,  simple 
versus  complex)  applied  to  common  data  sets;  and  the  development  of  improved  software. 

o The  development  of  new  methods  and  procedures  for  analyzing  and  solving  such  measurement  problems  as  the 
validity  of  death  certificate  cause-of -death  data  and  the  accuracy  of  age  reporting  in  vital  statistics  and  the 
Census. 

o Experimentation  with  the  use  of  various  axes  of  disaggregation  such  as  birth  cohorts,  components  of  population 
change  (mortality,  fertility,  migration),  and  characteristics  of  individuals  (age,  sex,  race,  ethnicity,  education, 
social  class,  smoking  behavior,  health  status,  disability)  related  to  observed  and  unobserved  heterogeneity. 
Comparisons  and  contrasts  across  geographic  units  at  various  levels  of  aggregation,  including  detailed  analyses  of 
comparisons  of  projections  of  life  and  active  life  expectancy  among  countries,  states,  and  smaller  geographic  units 
in  the  United  States. 

o Meta-analytic  studies  of  life  and  active  life  expectancy,  including  studies  of  levels  and  ratios  of  active  and 
disabled  expectancies  that  could  be  used  to  assess  trends  (the  relative  or  absolute  compression,  equilibrium,  and 
expansion  of  mortality  and  disability). 

o Improved  methods  for  forecasting,  for  example,  the  age,  sex,  racial,  and  ethnic  distributions  of  the  older 
population,  as  well  as  worker/retiree  ratios,  and  Social  Security  and  Medicare  expenditures  and  reserves. 

o The  provision  of  both  cross-sectional  and  longitudinal  data  sets  from  a variety  of  developed  and  developing 
countries  at  various- points  in  time  on  which  model  comparisons  can  be  carried  out. 

B.  Assessment  of  competing  causes  of  mortality  and  morbidity.  Possible  research  areas  on  the  impact  of  the  complex 
interaction  among  various  diseases  are  the  development  of  methods  for: 

o Studying  the  impact  of  trends  in  mortality  and  morbidity  from  major  diseases  on  both  life  expectancy  and  levels 
of  disability  among  the  elderly;  investigating  the  interactions  of  multiple  diseases;  evaluating  the  effect  of 
altering  the  incidence  or  mortality  of  one  disease  on  the  occurrence  of  others;  and  assessing  the  effects  of 
eliminating  one  or  more  diseases  as  causes-of-death. 

o Assessing  social,  behavioral  and  biomedical  risk  factors  for  competing  causes  of  mortality,  morbidity  and 
functioning;  applying  knowledge  about  trends  in  the  prevalence  of  risk  factors  (e.g.,  smoking,  high  blood  pressure); 
estimating  the  time  interval  between  change  in  risk  factors  and  change  in  the  incidence  of  morbidity,  disability  and 
mortality  from  diseases. 

C.  Health  and  Active  Life  Expectancy.  The  future  size  and  composition  of  the  elderly  population  in  terms  of  the 
extent  of  illness,  disability,  and  independent  functioning  will  have  far-reaching  implications  for  health  care 
resources,  social  services,  and  financial  arrangements.  The  evolving  concepts  of  health  and  active  life  expectancy 
offer  much  promise  for  planning.  Examples  of  needed  research  include: 

o Comparisons  and  evaluations  of  alternative  methods  of  calculating  active  life  expectancy. 
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o The  development  and  application  of  new  methods,  such  as  multi-stage  demographic  techniques  or  microsimulation 
modeling,  for  analyses  of  transitions  from  independence  to  dependent  states  and  back  again;  the  application  of  life 
table  methods  to  the  productive  activity  of  the  elderly;  and  the  projection  of  resource  factors  associated  with  the 
maintenance  of  independent  living,  such  as  the  availability  of  kin. 


o Investigations  into  limitations  of  activity  and  costs  associated  with  specific  diseases  and  chronic  co- 
morbidities;  predictions  of  the  impact  of  different  levels  of  active  life  expectancy  within  the  population  on,  e.g., 
the  need  for  long  term  care,  home  health  care  and  utilization  of  health  services;  and  studies  leading  to  improving 
the  actuarial  basis  for  catastrophic  and  long-  term  care  insurance.  Conversely,  studies  are  needed  of  the  impact  on 
life  and  active  life  expectancy,  of  changes  in  Medicare  and  Medicaid  reimbursement  arrangements,  as  well  as  changes 
in  the  long  term  care  system. 


o Studies  to  develop  and  evaluate  models  for  forecasting  active  life  expectancy  over  the  next  ten  to  twenty  years 
that  take  into  account  factors  such  as  the  changing  nature  of  the  cohorts  reaching  advanced  ages  (e.g.,  education 
levels  are  increasing  rapidly  and  sex  differentials  in  old  age  mortality  are  also  changing),  and  assessments  of  the 
relative  impact  of  different  social  and  biomedical  interventions. 


o Extension  of  existing  forecasting  methods  to  related  active  life  expectancy  issues  including:  work  life 
expectancy,  institutionalized  life  expectancy,  disease-  specific  life  expectancy,  and  active  life  expectancy  for 
population  subgroups. 

o International  comparisons  of  levels  and  time  trends  in  active  and  disabled  life  expectancy  (and  related 
measures)  in  developed  and  developing  countries,  including  comparisons  that  use  these  measures  to  assess  the 
effectiveness  and  efficiency  of  health  or  old  age  income  security  systems. 


o The  development  of  internationally  accepted  standards  of  assessing  the  progression  to  disability  and  handicap  in 
order  to  ensure  the  comparability  of  active  life  expectancy  measures. 


CONCEPTUALIZATION  AND  METHODOLOGY 


A wide  variety  of  approaches  are  encouraged  including  studies  that  involve  analytic  and  simulation  modeling;  the 
appropriate  methodology  should  be  selected  in  view  of  the  particular  research  question.  Comparative  studies  are 
encouraged  whenever  relevant.  Some  problems  will  require  collaboration  with  scientists  from  several  disciplines 
including  demography,  the  social  and  biomedical  aspects  of  aging,  epidemiology,  economics  and  other  related  fields; 
such  collaboration  is  also  strongly  encouraged. 

DATA  AND  RESEARCH  RESOURCES 

Maximum  use  of  existing  data  is  encouraged.  However,  primary  data  collection  may  be  necessary.  A number  of  large 
data  sets  contain  a wealth  of  longitudinal  information  on  the  health  and  functioning  of  the  elderly.  Applicants  are 
advised  to  consult  with  staff  at  the  NIA  or  the  National  Archive  of  Computerized  Data  on  Aging  at  the  University  of 
Michigan  on  the  availability  of  appropriate  data  sets.  Many  existing  data  sets  can  be  greatly  enhanced  with  linkage 
to  administrative  records;  investigators  are  encouraged  to  explore  the  use  of  such  linkages.  In  many  cases  it  will 
be  important  to  evaluate  the  quality  of  existing  data  including  data  from  administrative  sources,  especially  in  the 
area  of  age  reporting  at  advanced  ages.  Methodologies  for  combining  multiple  data  sources  and  linking 
administrative  records  to  survey  data  may  need  to  be  enhanced  or  developed. 

A bibliography  on  "Health  Expectancy"  prepared  by  REVES,  the  International  Network  on  Health  Expectancy  and  the 
Disability  Process,  may  be  obtained  by  writing  to  the  NIA  program  staff  listed  below. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  N I H/ADAMHA  clinical  research  grants  and  cooperative  agreements  will  be 
required  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or 
inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies,  a clear  compelling 
rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in 
Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However, 
NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the 
full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  Native  Americans  (including  American  Indians 
or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority 
population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 
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The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be 
made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of 
the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in 
other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the 
United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the 

application,  the  review  will  be  deferred  until  the  information  is  provided. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If 
the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  quest ion(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific 
weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

REVIEW  PROCEDURES 

R01 , R29,  F32,  F33,  and  K04  applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate 

Initial  Review  Group  of  the  Division  of  Research  Grants.  All  other  applications  (KOI,  P01,  T32,  and  R13)  will  be 

reviewed  by  an  appropriate  Institute  review  group.  Secondary  review  will  be  by  the  corresponding  National  Advisory 
Council.  Applications  compete  on  the  basis  of  scientific  merit. 

APPLICATION  PROCEDURES 

Applicants  must  use  the  research  project  application  form  PHS  398  (revised  10/88,  reprinted  9/89)  that  is  available 

at  the  applicant's  institutional  research  office  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research 

Grants,  NIH  (301-496-7441).  Individual  fellowship  applicants  must  use  PHS  416-1  (revised  7/88).  In  order  to 
expedite  the  application's  routing,  please  check  the  box  on  the  application  face  sheet  indicating  that  the 
application  is  in  response  to  this  announcement  and  type  (next  to  the  box)  "Forecasting  Life  and  Health  Expectancy 
in  Older  Populations,  PA-91-90." 

The  application  (with  six  copies)  must  be  mailed  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

If  applying  for  an  F32,  the  application  and  only  two  copies  need  to  be  sent  to  the  above  address. 

Receipt  dates  for  Research  Project  Grant,  Career  Development  Award,  and  FIRST  Award  applications  are  February  1, 

June  1,  and  October  1 of  each  year.  Those  for  the  individual  fellowships  (F32,  F33)  and  institutional  training 
grants  (T32)  applications  are  January  10,  Hay  10,  and  September  10. 

INQUIRIES 

Although  it  is  not  required,  potential  applicants  may  contact  NIA  staff  in  advance  of  formal  submission.  This  may 
be  accomplished  by  writing  or  calling  the  program  office  listed  below. 

For  substantive  issues  and  to  obtain  information  on  research  resources,  contact: 

Behavioral  and  Social  Research  Program 
National  Institute  on  Aging 
Building  31,  Room  5C32 
Bethesda,  MD  20892 
Telephone:  (301)  496-3136 

For  fiscal  and  administrative  matters,  contact: 

Joe  Ellis 

Grants  and  Contracts  Management  Office 
National  Institute  on  Aging 
Building  31,  Room  5C07 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.866.  Awards  will  be  made  under  the 
authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241  and  41 
USC  289)  and  be  subject  to  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This 


NIH  Guide  for  Grants  and  Contracts  - Vol.  20,  No.  34,  Part  I of  II  - September  13,  1991 

Page  22 


program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 


ERRATUM 


3 1496  00511  8750 

RESEARCH  ON  THE  PREVENTION  OF  ALCOHOL-RELATED  PROBLEMS  AMONG  ETHNIC  MINORITIES 


RFA:  AA-91-04 

P.T.  34,  FF;  K.U.  0404003,  0745027,  0404000 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Office  for  Substance  Abuse  Prevention 


On  June  28,  1991,  the  above  mentioned  Request  for  Applications  (RFA)  was  announced  in  the  NIH  Guide  for  Grants  and 
Contracts,  Volume  20,  Number  25.  On  August  9,  1991,  an  erratum  announced  an  extended  receipt  date  until  January  16, 
1992,  and,  consequently,  a change  in  initial  review  date  to  May/June  1992,  and  the  Advisory  Council  Review  and 
earliest  start  date  to  September  1992.  It  also  indicated  a change  in  the  availability  of  funds. 

This  erratum  rescinds  the  statement  regarding  the  reduction  of  available  funds.  As  stated  in  the  original  RFA,  the 
minimum  amount  of  funds  allocated  to  this  RFA  is  $800,000  per  year  for  up  to  four  years  of  support.  It  is 
anticipated  that  three  to  five  projects  will  be  supported.  The  receipt  date  remains  January  16,  1992. 
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National  Institute  on  Deafness  and  Other  Communication  Disorders 
Index:  DEAFNESS,  COMMUNICATION  DISORDERS 

LITERACY  IN  DEAF  INDIVIDUALS  (PA-91-92)  3 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
Index:  DEAFNESS,  COMMUNICATION  DISORDERS 

MECHANISMS  OF  VOICE  DISORDERS  (PA-91-93)  6 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
Index:  DEAFNESS,  COMMUNICATION  DISORDERS 

CAREER  DEVELOPMENT  AWARDS  IN  ALLERGY.  IMMUNOLOGY.  TRANSPLANTATION.  INFECTIOUS  DISEASES  AND  AIDS  (PA-91-94)  ..  8 

National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  ALLERGY,  INFECTIOUS  DISEASES 


ONGOING  PROGRAM  ANNOUNCEMENTS 


GENETICS  AND  FUNDAMENTAL  MECHANISMS  OF  CHEMICAL  SENSES 

PA:  PA-91-91 

P.T.  34;  K.W.  0705070,  1002019,  1002058 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
PURPOSE 

The  National  Institute  on  Deafness  and  Other  Communication  Disorders  (NIDCD)  invites  grant  applications  that  apply 
the  methodology  of  various  areas  of  genetics,  such  as  molecular,  classical,  developmental,  and  behavioral  genetics, 
to  analyze  the  functional  properties  of  the  senses  of  smell  and  taste.  Of  particular  interest  are  multi-level 
studies  that  combine  various  approaches  of  genetics  with  those  of  molecular  biology  or  that  integrate 
structure- function  relations  from  the  molecular  to  the  behavioral  levels. 

BACKGROUND 

Genetic  approaches  offer  the  potential  to  provide  fundamental  insights  into  normal  and  abnormal  chemosensory 
function.  For  example,  investigators  may  study  genetic  variants  using  molecular  biologic  techniques,  such  as  gene 
cloning,  restriction  mapping,  in-situ  hybridization,  and  the  development  of  transgenic  mutants. 

RESEARCH  GOALS  AND  SCOPE 

The  research  must  be  planned  to  characterize  the  molecular  basis  of  the  function  of  the  chemical  senses  with  the 
ultimate  goal  of  effective  diagnosis,  treatment,  and  prevention  of  chemosensory  disorders  and  medical  conditions 
associated  with  chemosensory  disorders.  The  NIDCD  wishes  to  foster  a broad  range  of  basic  and  clinical  research 
related  to  this  announcement,  to  support  basic  and  clinical  scientists  at  all  stages  of  their  careers,  and  to 
encourage  collaboration  among  investigators  with  diverse  biomedical  and  behavioral  research  skills,  including 
investigators  from  outside  the  traditional  fields  of  chemosensory  research.  The  research  opportunities  described 
below  are  not  intended  to  limit  the  range  of  topics  that  are  encouraged  by  this  announcement  but  to  illustrate  the 
broad  range  of  topics  that  are  relevant  to  this  announcement: 

o Describe  the  taste  or  olfactory  performance  of  genetically  defined  inbred  and  recombinant  inbred  strains  of 
animals. 

o Apply  classical  Mendelian  techniques  to  identify  major  allelic  influences  on  chemosensory  phenotypes  and 
isolate  the  relevant  alleles  in  congenic  or  coisogenic  lines. 

o Use  traditional  and  molecular  genetic  approaches  to  map  major  gene  loci  and  quantitative  trait  loci  affecting 
the  chemical  senses. 

o Isolate  chemosensory- re  levant  genes  and  investigate  their  properties  in  vitro. 

o Establish  transgenic  animals  to  study  the  expression  and  regulation  of  chemosensory- relevant  genes. 

o Apply  in-situ  hybridization  histochemistry  to  investigate  sites  of  expression  of  chemosensory- relevant  genes. 

o Develop  psychophysical  procedures  for  precise  characterization  of  chemosensory  phenotypes  in  various  genetic 
mode l s . 
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o Identify  the  mechanisms  of  gene  action  on  chemosensory  systems, 
o Investigate  similarities  between  animal  models  and  human  phenotypes. 

ELIGIBILITY 

Any  of  the  following  organizations  are  eligible  to  apply:  non-profit  institutions  of  higher  education;  other 
non-profit  and  for-profit  organizations;  State  and  local  governments  and  their  agencies;  and  authorized  Federal 
agencies. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research  grants  and  cooperative  agreements  will  be 
required  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need 
for  inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders,  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population  based  studies,  a 
clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in 
Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full 
array  of  United  States  racial/ethnic  minority  populations  (i.e.,  Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority 
population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders,  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be 
made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of 
the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in 
other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the 
United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies. 

If  the  representation  of  women  and  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific 
weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

MECHANISMS  OF  SUPPORT 


Support  mechanisms  for  the  announcement  include  the  individual  research  project  grant  (ROD,  Small  Grants  (R03), 
First  Independent  Research  Support  and  Transition  Award  (R29),  Research  Career  Development  Award  ( K04 ) , and 
Clinical  Investigator  Development  Award  (K08).  The  NIH  policies  that  govern  the  programs  will  prevail. 

REVIEU  PROCEDURES  AND  CRITERIA 


Applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate  initial  review  group.  A second 
level  of  review  will  be  made  by  an  appropriate  national  advisory  council.  Institutes  other  than  NIDCD  may  have 
interests  related  to  the  content  of  this  Program  Announcement;  in  all  cases,  existing  guidelines  for  the  assignment 
of  applications  will  be  followed. 

METHOD  OF  APPLYING 


Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88)  using  the  instructions  included  in  the  application  kit. 
These  kits  are  available  from  most  institutional  offices  of  sponsored  research,  the  NIDCD  Program  Administrator 
cited  below,  and  the  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449, 
Bethesda,  MD  20892,  telephone  (301)  496-7441. 


On  page  1 of  form  PHS  398,  check  "yes"  in  item  2 and  type:  PA-91 -91,  Genetics  and  Fundamental  Mechanisms  of 
Chemical  Senses. 
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Send  the  original  and  six  copies  of  the  application  to: 


Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

INQUIRIES 

Investigators  are  encouraged  to  call  or  write: 

Jack  Pearl,  Ph.D. 

Program  Administrator 

Division  of  Communication  Sciences  and  Disorders 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400B 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-5061 

FAX:  (301)  402-6251 

For  questions  concerning  budget  and  fiscal  matters,  contact: 

Sharon  Hunt 

Grants  Management  Officer 
Division  of  Extramural  Activities 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
Executive  Plaza  South,  Room  400-B 
6120  Executive  Blvd. 

Rockville,  MD  20892 
Telephone:  (301)  402-0909 
FAX:  (301)  402-6251 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.173,  Research  Related  to  Deafness  and 
Communication  Disorders.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301 
(Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42 
CFR  Part  52  and  45  CFR  Part  74.  The  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  review  by  a Health  Systems  Agency. 

REFERENCE 

Chemical  Senses  Volume  3,  Genetics  of  Perception  and  Communication,  C.  J.  Wysocki  and  M.  R.  Kare  (Ed.),  Marcel 
Dekker,  Inc.,  New  York,  1991. 


LITERACY  IN  DEAF  INDIVIDUALS 

PA:  PA-91-92 

P.T . 34;  K.W.  0715050,  0502000 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
PURPOSE 

Problems  associated  with  the  acquisition  of  reading  and  writing  skills  are  the  most  pervasive  academic  and 
vocational  consequences  of  deafness.  The  purpose  of  this  program  announcement  is  to  encourage  research  in  the 
reading  and  writing  abilities  and  deficits  of  children  and  adults  with  severe  to  profound  deafness.  The  Division  of 
Communication  Sciences  and  Disorders  (DCSD)  of  the  National  Institute  on  Deafness  and  Other  Communication  Disorders 
requests  submission  of  investigator- ini tiated  (R01)  and  First  Independent  Research  Support  and  Transition  (FIRST) 
Award  (R29)  research  grant  applications  focused  on  literacy  in  deaf  individuals.  Studies  of  reading  and/or  writing 
acquisition  and  remediation  in  children  and  adults  are  encouraged. 

BACKGROUND 

Severe  to  profound  deafness  in  early  childhood  has  been  found  to  have  a significant  negative  impact  on  later  reading 
and  writing  achievement.  Lags  in  reading  achievement,  difficulties  in  comprehending  and  writing  English  syntax,  and 
limited  English  vocabularies  characterize  these  individuals.  Research  has  consistently  shown  that  deaf  students  age 
16  or  over  have  significantly  lower  reading  scores  than  hearing  students  of  similar  ages.  Despite  a wealth  of  new 
instructional  tools  and  communication  strategies,  the  average  reading  comprehension  of  hearing-impaired  students  in 
their  last  grade  of  secondary  school  remains  at  a thi rd-to-fourth  grade  equivalent,  essentially  the  same  as  for 
their  hearing-impaired  peers  whose  test  results  were  reported  almost  eighty  years  ago. 
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The  deaf  child  must  learn  to  read  an  orthography  designed  to  represent  the  phonological  structure  of  English.  In 
the  absence  of  significant  auditory  input,  awareness  of  this  phonological  structure  is  limited  for  many  deaf 
children.  The  role  of  phonological  awareness  and  processing  needs  further  examination  in  this  population.  In 
addition,  the  role  of  cognitive  processes  such  as  memory  in  the  acquisition  of  literacy  should  be  investigated. 
Finally,  the  early  age  at  which  reading  comprehension  ability  tends  to  plateau  in  this  population  and  the  severity 
of  the  problem  suggest  that  this  issue  needs  careful  investigation. 

RESEARCH  GOALS  AND  SCOPE 

The  NIDCD  encourages  investigations  into  the  reading  and  writing  abilities  and  deficits  of  deaf  children  and  adults. 
Examples  of  possible  investigations  include  but  are  not  limited  to  the  following: 

o the  relation  between  deaf  children's  reading  achievement  and  the  method  of  communication  used  by  their  hearing 
parents; 

o the  relationship  between  reading  and  writing  abilities  in  deaf  children  or  deaf  adults; 

o factors  that  are  predictive  or  differentiate  deaf  readers/writers  who  are  proficient  in  reading  or  writing 

English  from  those  with  less  fluency; 

o the  impact  of  closed  captioning,  telecommunication  devices,  personal  computers,  and  other  technological 
influences  on  literacy  skills  of  the  deaf; 

o cognitive  factors  associated  with  good  reading/writing  skills; 

o innovative  strategies  for  teaching  of  literacy  to  deaf  individuals  learning  English  as  a second  language  as  well 
as  to  those  learning  English  through  an  auditory-oral  approach; 

o the  relationship  between  speech  processing  and  literacy  in  deaf  children  who  use  spoken  language  primarily; 

o the  relationship  among  speech  processing,  sign  processing  and  literacy  in  deaf  children  and  adults  who  use  sign 

language; 

o examination  of  the  interaction  of  acquisition  of  signed  languages  with  spoken  and  written  language  and 
characterization  of  the  resulting  bilingualism; 

o examination  of  the  order  of  acquisition  of  speech  and  signed  language  as  they  affect  children's  eventual 
acquisition  of  English  language  and  literacy;  and, 

o examination  of  language  acquisition  through  printed  media,  with  implications  for  how  to  teach  English  to  a deaf 
population  that  only  has  access  to  the  language  through  print. 

ELIGIBILITY 

Any  of  the  following  organizations  may  apply:  non-profit  institutions  of  higher  education;  other  non-profit  and 
for-profit  organizations;  State  and  local  governments  and  their  agencies;  and  authorized  Federal  agencies. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  N I H/ADAMHA  clinical  research  grants  and  cooperative  agreements  will  be 
required  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need 
for  inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders,  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population  based  studies,  a 
clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in 
Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full 
array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority 
population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders,  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be 
made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of 
the  study  broadly,  and  this  should  be  addressed  by  applicants. 
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For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in 
other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the 
United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned.  Peer 
reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If  the 
representation  of  women  and  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific 
weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

MECHANISM  OF  SUPPORT 

The  support  mechanisms  for  grants  in  this  area  will  be  the  individual  investigator- initiated  research  grant  (R01) 
and  the  FIRST  award  (R29).  Potential  applicants  also  must  be  aware  of  the  Clinical  Investigator  Development  Award 
and  the  Small  Grant  Program,  if  appropriate.  Under  any  of  these  mechanisms,  the  Principal  Investigator  and  any 
participating  investigators  will  plan,  direct,  and  perform  the  research. 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate  study  section  of  the  Division  of 
Research  Grants.  Secondary  review  will  be  by  an  appropriate  national  advisory  council. 

METHOD  OF  APPLYING 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88)  using  the  instructions  included  in  the  application  kit. 
These  kits  are  available  from  most  institutional  offices  of  sponsored  research,  the  NIDCD  Program  Administrator 
cited  below,  and  the  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449, 
Bethesda,  MD  20892,  telephone  (301)  496-7441. 

Receipt  dates  are  February  1,  June  1,  and  October  1. 

On  page  1 of  form  PHS  398,  check  "yes"  in  item  2 and  type:  PA-91-92,  Literacy  in  Deaf  Individuals. 

Send  the  original  and  six  copies  of  the  application  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

INQUIRIES 

Investigators  are  encouraged  to  call  or  write: 

Judith  A.  Cooper,  Ph.D. 

Deputy  Di rector. 

Division  of  Communication  Sciences  and  Disorders 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400-B 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-5061 

FAX:  (301)  402-6251 

For  budget  and  fiscal  matters,  contact: 

Sharon  Hunt 

Grants  Management  Officer 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400-B 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  402-0909 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93-854.  Awards  will  be  made  under  the 
authority  of  the  Public  Health  Service  Act,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered 
under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  The  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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MECHANISMS  OF  VOICE  DISORDERS 


PA:  PA-91 -93 

P.T.  34;  K.U.  0715055,  0710120,  0765035 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
PURPOSE 

Voice  disorders  cause  significant  impairment  to  individuals  in  today's  society,  where  much  demand  is  placed  on  oral 
communication.  Careers  may  be  altered  with  the  inability  to  function  in  the  work  situation.  The  ability  to 

communicate  verbally  may  be  severely  limited;  many  individuals  with  voice  disorders  must  rely  on  writing  in  order  to 
communicate  effectively.  However,  the  basis  for  many  voice  disorders  remains  unclear.  Knowledge  about  the 
mechanisms  underlying  the  bases  and  development  of  voice  disorders  is  vitally  needed.  The  purpose  of  the  program 
announcement  is  to  encourage  research  in  this  area.  The  Division  of  Communication  Sciences  and  Disorders  (DCSD)  of 
the  National  Institute  on  Deafness  and  Other  Communication  Disorders  (NIDCD)  requests  submission  of 
investigator-initiated  (R01)  and  First  Independent  Research  Support  and  Transition  (FIRST)  Award  (R29)  research 
applications  focused  on  mechanisms  of  voice  disorders.  Studies  of  disorders  and  pathologies  of  voice  in  the  general 
population  as  well  as  in  professional  voice  users  (e.g. , opera  singers,  actors,  orators,  teachers,  and  other  public 
speakers)  are  encouraged. 

BACKGROUND 

If  vocal  fold  vibration  is  impaired,  sound  generation  for  speech  is  affected  and  voice  disorders  often  result. 

The  basis  for  many  common  voice  problems  in  children  and  adults  remains  unclear.  There  is  a need  for  research  on 
structural  alterations  that  result  in  voice  disorders.  For  example,  investigations  of  factors  underlying 
development  of  vocal  fold  nodules  and  polyps  are  critical.  In  addition,  understanding  is  limited  regarding  how 
lesions  and  inflammatory  disorders  alter  vocal  fold  vibration  and  lead  to  voice  disorders. 

Laryngeal  movement  disorders  include  spasmodic  dysphonia,  vocal  tremor  and  vocal  fold  paralysis.  Control  of 
laryngeal  function  may  also  be  impaired  in  many  neurological  diseases  such  as  Parkinson's  disease  and  amyotrophic 
lateral  sclerosis.  Studies  of  the  neural  control  of  the  larynx  are  needed  to  determine  why  laryngeal  functions  are 
particularly  vulnerable  to  neurological  disorders  causing  selective  neuronal  loss  either  in  the  brain  stem  or  in  the 
basal  ganglia.  A better  understanding  of  the  pathophysiology  of  these  laryngeal  motor  control  disorders  would  lead 
to  more  effective  management. 

Increased  daily  usage  of  vocal  communication  and  increased  environmental  noise  have  resulted  in  increased  demands  on 
the  vocal  system.  Complaints  of  vocal  fatigue  by  teachers,  public  speakers,  coaches,  salespersons,  and  many  other 
professional  users  of  voice  are  common.  It  is  important  to  know  the  degree  to  which  central  and  peripheral 
mechanisms  are  involved  in  vocal  fatigue.  Research  into  peripheral  and  central  mechanisms  involved  in  fatigue  is 
needed.  In  addition,  the  gifted  or  trained  vocalist  offers  a very  important  model  for  vocal  evaluation  of  all 
voice,  establishing  the  limits  of  capability  in  such  areas  as  pitch  control.  Such  information  can  be  used  in 
average  voice  evaluation  as  both  a criterion  and  a role  model.  Research  is  needed  into  determination  of  vocal 
control  in  this  population. 

RESEARCH  GOALS  AND  SCOPE 

The  NIDCD  encourages  investigations  into  disorders  and  pathologies  of  voice  in  the  general  population  as  well  as  in 
professional  voice  users.  Examples  of  possible  investigations  include,  but  are  not  limited  to,  the  following: 

o anatomical  bases  of  specific  vocal  pathologies; 
o the  effects  of  hormonal  and  pharmacologic  substances  on  voice; 

o clarification  of  the  relationships  between  neuropathology  and  laryngeal  disorders; 
o problems  associated  with  laryngeal  injury  and  surgery; 

o mechanisms  underlying  idiopathic  dysphonia,  including  environmental  noise,  air  pollution,  and  systemic  disease; 
o pathophysiology  of  inflammatory  diseases  of  the  upper  airway  and  larynx,  including  rhinitis,  sinusitis,  and 
laryngitis; 

o pathophysiology  of  specific  vocal  pathologies,  such  as  spasmodic  dysphonia; 
o mechanisms  of  voice  abuse  and  breakdowns  of  voice  in  the  professional  voice  user; 

o mechanisms  of  pitch,  loudness  and  vocal  quality  and  usage  in  the  professional  voice  user,  including  attention  to 
vocal  limits  and  efficiency;  and, 

o effective  therapies  for  the  voice  disorders  associated  with  the  professional  voice  user. 

ELIGIBILITY 

Any  of  the  following  organizations  may  apply:  non-profit  institutions  of  higher  education;  other  non-profit  and 
for-profit  organizations;  State  and  local  governments  and  their  agencies;  and  authorized  Federal  agencies. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research  grants  and  cooperative  agreements  will  be 
required  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder,  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need 
for  inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders,  and  conditions  which  disproportionately 
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affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population  based  studies,  a 
clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in 
Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full 
array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale  for  studies  on  single  minority 
population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders,  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be 
made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of 
the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in 
other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the 
United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned.  Peer 
reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies.  If  the 
representation  of  women  and  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific 
weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

MECHANISM  OF  SUPPORT 

The  support  mechanisms  for  grants  in  this  area  will  be  the  individual  investigator-initiated  research  grant  (R01) 
and  the  FIRST  award  (R29).  Potential  applicants  also  must  be  aware  of  the  Clinical  Investigator  Development  Award 
and  the  Small  Grant  Program,  if  appropriate.  Under  any  of  these  mechanisms,  the  Principal  Investigator  and  any 
participating  investigators  will  plan,  direct,  and  perform  the  research. 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate  study  section  of  the  Division  of 
Research  Grants.  Secondary  review  will  be  by  an  appropriate  national  advisory  council. 

METHOO  OF  APPLYING 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88)  using  the  instructions  included  in  the  application  kit. 
These  kits  are  available  from  most  institutional  offices  of  sponsored  research,  the  NIDCD  Program  Administrator 

cited  below,  and  the  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449, 

Bethesda,  MD  20892,  telephone  (301)  496-7441. 

Receipt  dates  are  February  1,  June  1,  and  October  1. 

On  page  1 of  form  PHS  398,  check  "yes"  in  item  2 and  type:  PA-91-93,  Mechanisms  of  Voice  Disorders. 

Send  the  original  and  six  copies  of  the  application  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 
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INQUIRIES 


Investigators  are  encouraged  to  call  or  write: 

Judith  A.  Cooper,  Ph.D. 

Deputy  Director, 

Division  of  Connmunication  Sciences  and  Disorders 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400-B 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-5061 

FAX:  (301)  402-6251 

For  fiscal  and  budget  matters,  contact: 

Sharon  Hunt 

Grants  Management  Officer 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400-B 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  402-0909 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.854.  Awards  will  be  made  under  the 
authority  of  the  Public  Health  Service  Act,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered 
under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  The  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


CAREER  DEVELOPMENT  AWARDS  IN  ALLERGY.  IMMUNOLOGY.  TRANSPLANTATION.  INFECTIOUS  DISEASES  AND  AIDS 

PA:  PA-91 -94 

P.T.  34;  K.U.  0715008,  0715110,  0710070,  0715125,  0710125 
National  Institute  of  Allergy  and  Infectious  Diseases 
BACKGROUND  AND  SCOPE 

The  intent  of  this  program  announcement  is  to  re-emphasize  the  commitment  of  the  National  Institute  of  Allergy  and 
Infectious  Diseases  (NIAID)  to  provide  support  via  research  career  development  awards  to  increase  the  number  of 
biomedical  investigators  who  are  conducting  high-quality  research  in  the  areas  of  allergy,  immunology, 
transplantation,  infectious  diseases  and  AIDS.  The  NIAID  encourages  all  eligible  individuals,  and  especially 
underrepresented  minorities  and  women,  to  submit  applications. 

Major  advances  in  basic  and  clinical  science  coupled  with  the  advanced  state  of  development  of  basic  technology  make 
it  imperative  to  begin  applying  this  new  information  to  clinically  based  research.  Significant  needs  exist  for 
individuals,  particularly  those  with  advanced  clinical  degrees,  to  be  trained  in  specific  areas  of  programmatic 
importance  to  scientific  divisions  within  the  NIAID:  the  Division  of  Acquired  Immunodeficiency  Syndrome  (DAIDS),  the 
Division  of  Allergy,  Immunology  and  Transplantation  (DAIT)  and  the  Division  of  Microbiology  and  Infectious  Diseases 
(DMID).  It  is  the  specific  objective  of  this  Program  Announcement  to  promote  clinical  and  basic  research  training 
in  selected  emphasis  areas  in  infectious  diseases,  immunology  and  AIDS  for  physicians  with  appropriate  backgrounds 
or  for  Ph.D.'s  from  relevant  disciplines  who  wish  to  do  research  in  these  areas. 

Division  of  Acquired  Immunodeficiency  Syndrome 

o Retroviral  Immunopathology.  Although  there  are  skilled  physicians  working  with  AIDS  patients  and  experienced 
molecular  biologists  performing  research  with  the  HIV  or  related  viruses,  there  is  a need  for  clinical  researchers 
(M.D.'s  or  Ph.D.'s)  to  perform  research  on  the  immunopathogenesis  of  the  HIV.  The  emphasis  of  this  initiative  is  to 
support  investigators  who  perform  laboratory  studies  at  the  molecular  level  on  patient  samples  and  basic  researchers 
(retrovi rologists)  to  perform  clinical  research  with  the  ultimate  goal  of  elucidating  the  immunopathogenesis  of 
AIDS.  Examples  of  research  areas  that  are  encouraged  include  T cell  depletion,  viral  replication  and  production, 
properties  of  viral  latency,  immune  responses  to  HIV  infection,  and  genetic  variation  of  HIV  within  a patient 
population.  Division  of  Allergy,  Immunology  and  Transplantation  (DAIT) 

o Inflammatory  Bowel  Disease  (IBD).  Recent  advances  in  our  knowledge  of  mucosal  immunity  and  IBD  have  led  to  the 
conclusion  that  immune  mechanisms  are  major  components  in  the  pathogenesis  and  evolution  of  Crohn's  disease  and 
ulcerative  colitis.  Vigorous  research  is  needed  in  the  characterization  of  the  cellular  and  molecular  components  of 
the  immune  mediated  mechanisms  involved  in  the  development  of  these  conditions.  Areas  of  specific  interest  include 
the  regulation  of  the  responses  by  immunomodulators,  identification  of  the  antigens  involved  in  the  initiation  and 
recurrence  of  IBD,  characterization  of  intra-epithelial  T cells  and  their  specificity  repertoire,  analysis  of 
activation  of  mucosal  immunocytes,  and  development  of  animal  models  of  the  disease. 
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o Immunologic  Skin  Diseases.  Autoimmune  mechanisms  and  immuno- inflammatory  components  appear  to  play  central 
roles  in  the  development  of  numerous  skin  disorders  including  atopic  dermatitis,  allergic  contact  dermatitis  and 
angioedema.  The  mechanisms  underlying  the  basic  immunologic  processes  and  immunopathology  of  these  diseases  are 
incompletely  understood,  although  some  advances  have  been  made  such  as  the  results  that  have  been  recently  reported 
on  the  striking  effects  of  immuno- suppress  ion  in  the  treatment  of  psoriasis.  Basic  training  in  immunology  would 
allow  dermatologists  and  dermatopathologists  to  better  understand  the  pathogenesis  of  many  skin  diseases,  and  would 
facilitate  the  development  of  new,  improved  immuno-modulatory  therapies. 


o Immunologic  Eye  Diseases.  The  eye  and  its  surrounding  tissues  comprise  a complicated  organ  system  in  which 
immunological ly  mediated  diseases  that  are  intrinsic  to  the  eye  or  are  ocular  manifestations  of  systemic  disease 
often  occur.  Autoimmunity  is  the  main  cause  of  uveoretinitis  in  this  country.  Knowledge  of  the  chemistry  and 
sources  of  ocular  autoantigens  is  just  now  emerging.  Training  of  ophthalmologists  and  other  individuals  with 
suitable  backgrounds  in  clinical  and  basic  science  in  the  immunopathology  of  eye  diseases  such  as  uveitis,  various 
forms  of  keratitis,  and  conjunctivitis  would  enable  them  to  develop  new  approaches  to  eye  disease  research, 
including  applications  of  emerging  immunomodulatory  therapies  to  prevent  or  halt  the  progress  of  these  diseases. 
Division  of  Microbiology  and  Infectious  Diseases  (DMID) 


o Sexually  transmitted  diseases  (STDs).  In  order  to  meet  evolving  demands  for  high  quality  STD  research,  there  is 
an  urgent  need  to  increase  STD  research  opportunities.  Areas  of  emphasis  in  STD  research  include  sequelae  of  STDs 
in  women  (e.g.,  infertility  and  adverse  outcomes  of  pregnancy);  genital  ulcer  disease  (particularly  chancroid  and 
syphilis);  human  papillomavirus  infection;  and  the  inter-relationships  between  HIV  infection  and  other  STDs.  Because 
of  the  interdisciplinary  character  of  these  research  issues,  there  is  a need  to  encourage  research  training  to 
include  not  only  specialists  in  infectious  diseases,  but  also  other  clinical  investigators  (e.g.,  obstetricians, 
gynecologists,  and  pediatricians),  behavioral  scientists,  and  basic  researchers. 


o Tropical  medicine  and  parasitology.  This  emphasis  is  to  support  the  training  of  physicians  in  clinical  research 
on  parasitic  diseases  in  endemic  areas  where  other  collaborative  research  and  field  programs  are  already  in  place. 

It  is  intended  to  allow  the  participant  to  gain  relevant  research  expertise  in  such  disciplines  as  biochemistry, 
cell  biology,  molecular  biology,  pharmacology,  immunology  and  epidemiology  as  well  as  experience  in  diagnosis  and 
management  of  tropical  parasitic  diseases. 

o Tuberculosis.  The  Department  of  Health  and  Human  Services  (DHHS)  Advisory  Council  for  the  Elimination  of 
Tuberculosis  has  listed  the  training  of  tuberculosis  researchers  as  a high  priority  item  necessary  to  achieve 
tuberculosis  control.  Additional  individuals  trained  as  physician-investigators  and  basic  scientists  to  initiate 
high  quality  research  programs  on  tuberculosis  would  be  highly  desirable.  Therefore,  there  is  a great  need  to 
promote  clinical  and  basic  research  training  in  all  aspects  of  tuberculosis  control  but  particularly  training  in 
epidemiology,  treatment,  immunology  and  molecular  biology. 


HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  program  announcement, 

Individual  National  Research  Service  Awards  in  Allergy,  Immunology,  Transplantation,  Infectious  Diseases  and  AIDS, 
is  related  to  the  priority  areas  of  HIV  Infection,  Sexually  Transmitted  Diseases,  and  Immunization  and  Infectious 
Diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0) 
or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research  grants  and  cooperative  agreements  will  be 
required  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all 
persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately  affect 
them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or 
inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies,  a clear  compelling 
rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group.  In 
addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398  in 
Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups.  However,  NIH 
recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include  representation  of  the  full 
array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans  (including  American  Indians  or 
Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be  made 
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to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results  of  the 
study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in 
other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the 
United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies. 

If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific 
weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  N I H funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

MECHANISMS  OF  SUPPORT 

Each  of  the  career  development  mechanisms  is  tailored  to  a particular  stage  of  the  investigator's  career.  Existing 
mechanisms  supported  by  the  NIAID  include  the:  Physician  Scientist  Award  (PSA-K11);  Clinical  Investigator  Award 
(CIA-K08);  and  Research  Career  Development  Award  (RCDA-K04) . Physician  investigators  are  encouraged  to  use  the  PSA 
and  CIA  to  develop  expertise  in  basic  and  clinical  research. 

The  support  mechanisms  for  career  development  are  summari zed  below.  This  announcement  is  particularly  intended  to 
encourage  applications  for  CIA  and  PSA  Awards  in  the  emphasis  areas  cited  above.  Detailed  instructions  and 
application  forms  for  each  of  the  mechanisms  may  be  obtained  from  the  office  of  sponsored  programs  at  most  research 
institutions  and  from  the  Division  of  Research  Grants,  NIH,  (301)  496-7441. 

C.  PHYSICIAN  SCIENTIST  AWARD  - PSA  (K11) 

The  PSA  is  designed  to  encourage  the  newly  trained  clinician  to  develop  independent  research  skills  and  experience 
in  a fundamental  science.  The  award  is  divided  into  two  phases.  During  Phase  I,  which  may  last  two  to  three  years, 
the  candidate  is  expected  to  develop  independent  research  skills  and  experience  in  a fundamental  science  and  may 
elect  to  work  toward  a Ph.D.  degree.  The  primary  sponsor  must  be  an  accomplished  basic  science  investigator.  Phase 
II  entails  intensive  research  activity,  applying  the  skills  learned  during  Phase  I. 

Applicants  for  the  PSA  must: 

o Hold  an  M.D.  or  other  health  professional  degree.  Ordinarily,  candidates  holding  the  Ph.D.  are  ineligible; 
o Have  completed  at  least  one  postgraduate  year  of  clinical  training  by  the  time  the  award  is  made; 
o Not  have  previous  independent  research  support; 
o Commit  at  least  75  percent  time  to  PSA  activities. 

Provisions  of  the  PSA  include: 

o Three  to  five  years  of  support,  nonrenewable; 
o Salary  up  to  $50,000  per  year  plus  fringe  benefits; 

o Up  to  $10,000  (Phase  I)  and  $20,000  (Phase  II)  per  year  for  research  supplies,  equipment,  technical  assistance, 
and  travel. 

D.  CLINICAL  INVESTIGATOR  AWARD  - CIA  (K08) 

The  CIA  is  offered  to  provide  the  opportunity  for  promising  clinically  trained  individuals  with  demonstrated 
aptitude  in  research  to  develop  into  independent  investigators. 

Applicants  for  the  CIA  must: 

o Hold  an  M.D.  or  other  health  professional  degree; 

o Have  had  approximately  three  to  seven  years  of  postdoctoral  experience,  both  clinical  and  research  by  the 
projected  start  of  the  award; 

o Not  have  been  a Principal  Investigator  on  a Public  Health  Service-supported  research  project. 

Provisions  of  the  CIA  include: 

o Three  years  of  support,  nonrenewable; 
o Salary  up  to  $50,000  per  year  plus  fringe  benefits; 

o Up  to  $20,000  per  year  for  research  supplies,  equipment,  technical  assistance,  travel; 
o Commitment  of  at  least  75  percent  time  to  the  project. 

E.  RESEARCH  CAREER  DEVELOPMENT  AWARD  - RCDA  (K04) 

The  RCDA  is  a special  salary  grant  to  enhance  the  research  capabilities  of  individuals  in  the  formative  stages  of 
their  careers.  Candidates  who  have  demonstrated  outstanding  potential  as  independent  investigators  in 
health-related  research,  but  need  to  be  released  from  some  of  the  teaching,  clinical,  and  administrative  duties 
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assigned  to  junior  faculty,  are  eligible.  The  award  is  not  intended  for  untried  investigators  or  for  those  already 
established  as  independent  investigators. 

Applicants  for  the  RCDA  must: 


o Hold  a doctoral  degree  or  equivalent  and  have  at  least  five  years  postdoctoral  research  experience,  including  two 
years  as  the  Principal  Investigator  of  a peer-reviewed  research  grant,  prior  to  the  requested  beginning  date  of  the 
award; 

o Describe  in  the  application  how  the  award  will  enhance  development  as  independent  investigators; 
o Have  independent  research  support  sufficient  for  the  research  proposed  in  the  RCDA  application; 
o Hold  a faculty  appointment. 

Provisions  of  the  RCDA  include: 

496  005 


9717 


o Five  years  of  support,  nonrenewable;  ~l 

o Salary  up  to  $50,000  per  year  plus  fringe  benefits.  No  funds  are  available  under  cnis  swaiu  iuir  research 
expenses.  These  expenses  are  expected  to  be  included  in  the  independent  research  support  described  above, 
o Commitment  of  at  least  80  percent  time  to  research.  The  remaining  time  (up  to  20  percent)  must  be  spent  on 
research- related  activities  that  will  enhance  research  career  development. 


RCDA  applications  may  be  submitted  concurrently  with  a research  grant  application  but  may  not  be  submitted 
concurrently  with  other  development  awards  such  as  the  PSA,  the  CIA,  or  the  FIRST  Award. 


APPLICATION  SUBMISSION  AND  REVIEW 


Application  receipt  dates  for  all  competing  career  development  awards  (K  series)  are  February  1,  June  1,  and  October 
1.  Institute  assignment  decisions  will  be  governed  by  normal  programmatic  considerations  as  specified  in  the  NIH 
Referral  Guidelines.  RCDA  applications  will  be  reviewed  through  the  NIH  peer  review  system  in  the  Division  of 
Research  Grants.  Earliest  possible  funding  dates  are  approximately  nine  months  after  the  receipt  dates.  Use 
application  form  PHS  398,  Rev.  10/88,  with  special  instructions  for  the  PSA,  CIA,  and  RCDA  found  in  the  publication 
entitled  "The  K Awards,"  revised  October  1990,  available  from  the  sources  cited  previously  in  this  section. 

Applications  submitted  in  response  to  the  seven  emphasis  areas  described  above  must  be  identified  by  typing 
"PA-91-94,  CAREER  DEVELOPMENT  AUARDS"  on  line  2 of  the  face  page,  below  the  title  of  the  project.  Applications  for 
training  in  areas  other  than  those  emphasized  above  must  leave  line  2 blank. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center 
for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  activity.  In  such  a 
case,  a letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  may  be  included  with  the 
appl i cat  ion. 

For  further  information  about  NIAID  career  development  awards,  contact  the  representative  from  the  appropriate  NIAID 
Division: 


Nancy  R.  Brown 
Health  Specialist 

Basic  Research  and  Development  Program 
Division  of  AIDS 

Control  Data  Building,  Room  208N 
Bethesda,  MD  20892 
Telephone:  (301)  402-0755 

Eugene  M.  Zimmerman,  Ph.D. 

Special  Assistant  to  the  Director 
Division  of  Allergy,  Immunology  and  Transplantation 
Uestwood  Building,  Room  752 
Bethesda,  MD  20892 
Telephone:  (301)  496-8973 

For  inquiries  regarding  fiscal  and  business  matters,  contact: 

Ms.  Barbara  Huffman 
Special  Assistant  for  Operations 
Office  of  the  Chief,  GMB,  DEA,  NIAID 
Westwood  Building,  Room  718 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.855,  Immunology,  Allergic  and 
Immunologic  Diseases  Research,  and  No.  93.856,  Microbiology  and  Infectious  Diseases  Research.  Awards  will  be  made 
under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC 
241)  and  administered  under  PHS  grants  policies  and  Federal  Regulation  42  CFR  Part  74.  This  program  is  not  subject 
to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


Leslye  D.  Johnson,  Ph.D. 

Chief,  Enteric  Diseases  Branch 

Division  of  Microbiology  and  Infectious  Diseases 

Westwood  Building,  Room  748 

Bethesda,  MD  20892 

Telephone:  (301)  496-7051 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


CAENORHABD I T I S GENETICS  CENTER  (RFP  N1H-RR-91-17)  1 

National  Center  for  Research  Resources 
Index:  RESEARCH  RESOURCES 

STUDIES  ON  THE  FEASIBILITY  OF  A CENTRAL  NERVOUS  SYSTEM  AUDITORY  PROSTHESIS  (RFP  NIH-NIDCD-91-03)  2 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
Index:  DEAFNESS,  COMMUNICATIONS  DISORDERS 

FEASIBILITY  GRANTS  FOR  BRAIN-TUMOR  RESEARCH  CENTERS  (RFA  NS-92-01)  2 

National  Institute  of  Neurological  Disorders  and  Stroke 
Index:  NEUROLOGICAL  DISORDERS,  STROKE 


ONGOING  PROGRAM  ANNOUNCEMENTS 

INDIVIDUAL  NATIONAL  RESEARCH  SERVICE  AWARDS  IN  ALLERGY.  IMMUNOLOGY.  TRANSPLANTATION.  INFECTIOUS  DISEASES  AND 


AIDS  (PA-91-95) 4 

National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  ALLERGY,  INFECTIOUS  DISEASES 

REDUCTION  OF  CANCER  RISK  BEHAVIORS  IN  HIGH-RISK  YOUTH  (PA-91-96)  7 

National  Cancer  Institute 
Index:  CANCER 


EXPLORATORY/DEVELOPMENTAL  GRANTS  FOR  RESEARCH  ON  THE  ETIOLOGY  OF  ALCOHOLISM  (PA-91-97)  9 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Index:  ALCOHOL  ABUSE,  ALCOHOLISM 

EXPLORATORY/DEVELOPMENTAL  GRANTS  FOR  ALCOHOLISM  TREATMENT  ASSESSMENT  RESEARCH  (PA-91 -98)  12 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Index:  ALCOHOL  ABUSE,  ALCOHOLISM 


STUDIES  ON  OBESITY  (PA-91-99)  15 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

National  Institute  of  Child  Health  and  Human  Development 

National  Cancer  Institute 

National  Institute  on  Aging 

National  Center  for  Nursing  Research 

National  Institute  of  Neurological  Disorders  and  Stroke 
National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
National  Institute  on  Deafness  and  Other  Communication  Disorders 
National  Institute  of  Mental  Health 

Index:  DIABETES,  DIGESTIVE  DISEASES,  KIDNEY  DISEASES;  HEART,  LUNG,  BLOOD;  CHILD  HEALTH,  HUMAN  DEVELOPMENT;  CANCER; 
AGING;  NURSING;  NEUROLOGICAL  DISORDERS,  STROKE;  DEAFNESS,  COMMUNICATIONS  DISORDERS;  MENTAL  HEALTH 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


CAENORHABD I T I S GENETICS  CENTER 

RFP  AVAILABLE:  NI H-RR-91 - 17 
P.T.  34;  K.W.  0780000,  1002019 
National  Center  for  Research  Resources 

The  National  Center  for  Research  Resources,  National  Institutes  of  Health,  requires  the  services  of  a contractor 
for  acquisition,  storage,  characterization,  and  distribution  of  wild-type  and  mutant  nematodes,  primarily  of  the 
species  Caenorhabditis  elegans.  In  addition,  the  contractor  shall  provide  services  of  maintaining  and  distributing 
the  genetic  map  of  C.  elegans,  relevant  publications,  and  the  development  and  communication  of  uniform  genetic 
terminology  for  this  species.  A five-year,  cost- reimbursement  type  contract  is  anticipated.  The  solicitation  is 
scheduled  for  release  on  or  about  September  20,  1991  and  proposals  will  be  due  on  or  about  November  5,  1991.  All 
responsible  sources  may  submit  a proposal  that  will  be  considered. 

Requests  for  the  Request  for  Proposal  (RFP)  must  be  directed  to: 

John  P.  DeCenzo 
Research  Contracts  Branch 
Division  of  Contracts  and  Grants 
Office  of  the  Director 
National  Institutes  of  Health 
Building  31,  Room  1B44 
9000  Rockvi l le  Pike 
Bethesda,  MD  20892 
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STUDIES  ON  THE  FEASIBILITY  OF  A CENTRAL  NERVOUS  SYSTEM  AUDITORY  PROSTHESIS 


RFP  AVAILABLE:  NIH-NIDCD-91-03 

P.T.  34;  K.W.  0705055,  0715050,  0740030 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

The  National  Institute  of  Deafness  and  Other  Communication  Disorders  (NIDCD),  NIH,  announces  the  availability  of 
a Request  for  Proposals  (RFP)  for  a study  of  the  feasibility  of  a central  nervous  system  auditory  prosthesis  based 
on  microstimulation  of  the  cochlear  nucleus.  The  cochlear  implant  is  not  a viable  option  for  providing  auditory 
information  to  patients  with  severe  sensorineural  hearing  loss  due  to  poor  eighth  nerve  survival.  Instead, 
investigators  have  implanted  electrodes  on  the  surface  of  the  cochlear  nucleus  in  over  20  patients  with  bilateral 
acoustic  neuromas.  In  these  patients  the  electrodes  were  connected  to  speech  processors  similar  to  those  used  in 
cochlear  implants.  Most  of  the  patients  found  that  the  cochlear  nucleus  implants  provided  essentially  the  same 
limited  information  that  single  channel  cochlear  implants  provide  patients  with  good  auditory  nerve  survival. 

Using  speech  processors  custom  designed  for  cochlear  nucleus  implants,  rather  than  for  cochlear  implants,  deaf 
subjects  have  demonstrated  substantial  improvement  in  auditory  recognition  test  scores  and  usefulness  of  their 
devices  for  speech  recognition.  However,  the  benefits  are  still  considerably  less  than  those  received  by  many 
multichannel  cochlear  implant  users. 

The  NIDCD  has  been  supporting,  under  contract,  a study  of  the  feasibility  of  a multichannel  auditory  prosthesis 
based  on  microstimulation  of  the  ventral  cochlear  nucleus  with  penetrating  microelectrodes.  The  results  to  date 
have  indicated  that  practical  surgical  approaches  exist  and  that  microelectrodes  can  be  placed  and  maintained  in 
the  cochlear  nucleus  without  excessive  neural  damage.  There  is  preliminary  evidence  that  the  cochlear  nucleus  can 
tolerate  chronic  electrical  stimulation  through  these  microelectrodes.  However,  questions  still  exist  about  whether 
or  not  multiple  microelectrodes  can  be  accurately  placed  into  the  ventral  cochlear  nucleus,  how  closely  they  can 
be  spaced  without  producing  excessive  tissue  damage,  and  the  long-term  positional  stability  of  an  array  of  such 
electrodes.  These  questions  must  be  answered  in  animals  before  feasibility  studies  are  expanded  to  human  testing. 

This  requirement  represents  a recompetition  of  work  currently  being  performed  under  a contract  at  the  Huntington 
Medical  Research  Institutes,  Contract  No.  NOl -DC-9-2402.  It  is  expected  that  the  incumbent  contractor  will 
recompete. 

A single  award  will  be  made  for  a performance  period  of  no  more  than  three  years. 

The  contractor  will  be  required  to  come  to  Bethesda  yearly  to  present  progress  on  their  work  at  the  Neural 
Prosthesis  Workshop  sponsored  by  the  Neural  Prosthesis  Program. 

This  is  not  a Request  for  Proposals  (RFP).  RFP  No.  NIH-NIDCD-  91-03  will  be  issued  on  or  about  October  1,  1991, 
with  responses  due  on  or  about  December  2,  1991.  To  receive  a copy  of  the  RFP,  submit  a written  request  to  the 
following  address,  and  supply  two  self-addressed  mailing  labels: 

Contracting  Officer 

Contracts  Management  Branch,  DEA 

National  Institute  of  Neurological  Disorders  and  Stroke 

National  Institutes  of  Health 

Federal  Building,  Room  901 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Attention:  RFP  No.  NIH-NIDCD-91-03 

All  responsible  sources  may  submit  a proposal  that  will  be  considered  by  the  Government. 


FEASIBILITY  GRANTS  FOR  BRAIN-TUMOR  RESEARCH  CENTERS 

RFA  AVAILABLE:  NS-92-01 

P.T.  34;  K.W.  0705010,  0715035,  1002030,  0710085,  0785120,  0745020 

National  Institute  of  Neurological  Disorders  and  Stroke 

Letter  of  Intent  Receipt  Date:  November  15,  1991 
Application  Receipt  Date:  January  15,  1992 

PURPOSE 

The  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS)  announces  the  availability  of  a Request  for 
Applications  (RFA)  for  feasibility  (exploratory)  grants  for  the  development  of  new  brain-tumor  research  centers. 
The  major  purpose  of  the  RFA  is  to  develop  additional  research  capabilities  that  will  lead  to  improved  diagnosis 
and  management  of  patients  with  brain  tumors  and  to  foster  an  environment  that  would  enhance  the  research  skills 
of  inves  'gators  in  specialized  methods  relevant  to  the  study  of  brain  tumors. 

'-V 
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EXPERTISE  AND  ELIGIBILITY 


The  Center  Director  or  Principal  Investigator  must  be  active  in  a discipline  related  to  the  study  and  (or)  treatment 
of  brain  tumors,  such  as  neuro- oncology,  neurosurgery,  neurology,  neurobiology,  tumor-cell  biology,  immunology, 
neurophysiology,  neuroanatomy,  neuroradiology,  radiation  oncology,  or  neuropharmacology,  and  have  demonstrated  the 
potential  for  developing  and  directing  a research  program.  Interrelated  biomedical  research  projects  included  in 
the  interdisciplinary  research  centers  should  be  conducted  by  scientists  who  represent  a variety  of  disciplines 
within  basic,  applied,  and  clinical  science  and  who  will  communicate  with  each  other  so  that  new  scientific  leads 
may  be  readily  developed  and  effectively  utilized  by  others.  For  purposes  of  planning,  it  is  important  to  recognize 
that  the  content  of  the  individual  components  of  a research  center  is  critical.  The  research  center  program  must 
be  organized  around  a central  research  theme  and  must  encompass  a sufficient  number  of  scientifically  meritorious 
research  activities  (from  a minimum  of  three  to  five  or  more)  to  permit  an  effective  collaborative  effort  among 
the  participating  investigators. 

To  be  eligible  for  competition  under  this  RFA,  applicants  must  document  the  existence  of,  or  potential  for,  ongoing 
basic,  applied,  and  clinical  research  related  to  brain  tumors;  research  resources  in  the  encompassing  fields  of 
neuro-oncology  and  the  neurological  sciences;  clinical  facilities  that  receive  and  track  adequate  numbers  and  types 
of  patients  who  have  brain  tumors;  cooperation  among  investigators  within  the  represented  disciplines  so  that 
scientific  leads  may  be  effectively  implemented;  and  a plan  for  the  further  development  of  individual  investigators, 
fellows,  or  clinicians  in  specialized  techniques  or  procedures  relevant  to  research  on  brain  tumors. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires 
women  and  minorities  in  study  populations.  If  women  or 
clinical  studies,  a specific  justification  for  this 
documentation  will  not  be  accepted  for  review. 


applicants  to  give 
minorities  are  not 
exclusion  must  be 


special  attention  to  the  inclusion  of 
included  in  the  study  populations  for 
provided.  Applications  without  such 


MECHANISM  OF  SUPPORT 


The  support  mechanism  for  this  program  will  be  the  exploratory  (feasibility)  grant  (P20).  These  feasibility  grants 
will  be  awarded  for  up  to  three  years  (not  renewable)  and  may  not'  exceed  annual  direct  costs  of  $250,000  for  each 
of  three  years.  The  NINDS  expects  to  make  up  to  eight  awards  for  exploratory  grants  depending  upon  availability 
of  funds. 

NOTE:  This  RFA  specifically  invites  applications  for  feasibility  grants  only.  Applicants  who  are  beyond  the 
feasibility  stage,  eligible  for  center  status,  for  clinical  research  centers  are  welcome  to  apply  by  submitting 
an  application  for  any  of  the  three  annual  receipt  dates  (February  1,  June  1,  and  October  1).  Such  applications 
must  conform  to  the  application  format  as  described  in  the  NINDS  pamphlet,  "Application  Guidelines:  Program  Project 
and  Clinical  Research  Center  Grants"  (revised  October  1989),  that  may  be  obtained  from  the  individual  to  whom 
inquiries  and  letters  of  intent  are  directed  (address  below). 

REVIEW  PROCEDURES 

Upon  receipt  and  referral  by  the  Division  of  Research  Grants  (DRG),  applications  will  be  reviewed  by  NINDS  staff 
to  determine  programmatic  responsiveness  to  this  RFA.  Applications  judged  unresponsive  will  be  returned  to  the 
applicant.  All  applications  that  are  complete  and  responsive  may  be  subjected  to  a triage  by  an  NINDS  review  group 
to  determine  relative  scientific  merit  among  the  applications.  The  NINDS  will  administratively  withdraw  those 
applications  judged  to  be  noncompetitive  for  award.  Those  applications  judged  to  be  competitive  for  award  will 
be  further  reviewed  for  scientific  and  technical  merit  by  a peer  review  group  convened  by  the  NINDS.  No  site  visits 
will  be  made.  A second  level  of  review  will  be  by  the  National  Advisory  Neurological  Disorders  and  Stroke  Council. 


METHOD  OF  APPLYING 


Letter  of  Intent.  The  NINDS  urges  applicants  to  submit  a letter  of  intent  including  the  name  and  address  of  the 
Principal  Investigator,  names  and  addresses  of  coinvestigators  responsible  for  each  project  within  the  center, 
descriptive  titles  of  individual  projects  and  requi  red  components,  and  identification  of  col  laborating  institutions. 
A letter  of  intent  is  not  binding,  does  not  enter  into  the  review  of  a subsequent  application,  and  is  not  a 
precondition  for  an  award. 


Format  of  Applications.  All  applicants  must  use  form  PHS  398  (revised  10/88). 
described  in  the  NINDS  brochure  "Application  Guidelines:  Program  Project  and 
(revised  10/89),  that  may  be  obtained  from  Dr.  George  N.  Eaves  at  the  address 
received  by  January  15,  1992.  An  application  not  received  by  this  date  will 
Awards  will  be  made  on  or  before  August  1,  1992. 


Applicants  must  use  the  format  as 
Clinical  Research  Center  Grants" 
below.  All  applications  must  be 
be  ineligible  for  consideration. 


INQUIRIES 

For  a copy  of  the  complete  RFA,  including  review  criteria  and  application  instructions,  contact: 

Dr.  George  N.  Eaves 

Deputy  Director 

Division  of  Stroke  and  Trauma 

National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  8A 13 
Bethesda,  MD  20892 
Telephone:  (301)  496-4226 
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For  fiscal  and  administrative  matters,  contact: 


King  P.  Bond,  Jr. 

Grants  Management  Specialist 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  1004 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-9203 

AUTHORITY  AND  REGULATIONS 

The  program  to  which  the  intended  grants  relate  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  entry 
numbers  93.853,  Clinical  Research  Related  Neurological  Disorders  and  93.854,  Biological  Basis  Research  in  the 
Neurosciences.  Grants  will  be  awarded  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV,  Section  301 
(Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42 
CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 

INDIVIDUAL  NATIONAL  RESEARCH  SERVICE  AWARDS  IN  ALLERGY.  IMMUNOLOGY.  TRANSPLANTATION.  INFECTIOUS  DISEASES  AND  AIDS 

PA:  PA-91 -95 

P.T.  34;  K.W.  0715008,  0715110,  0710070,  0715125,  0710125 
National  Institute  of  Allergy  and  Infectious  Diseases 
BACKGROUND  AND  SCOPE 

The  intent  of  this  program  announcement  is  to  re-emphasize  the  commitment  of  the  National  Institute  of  Allergy  and 
Infectious  Diseases  (NIAID)  to  provide  support  via  National  Research  Service  Awards  (NRSA)  to  increase  the  number 
of  biomedical  investigators  who  are  conducting  high-quality  research  in  the  areas  of  allergy,  immunology, 
transplantation,  infectious  diseases,  and  AIDS.  The  NIAID  encourages  all  individuals,  and  especially 
underrepresented  minorities  and  women,  to  submit  applications. 

Major  advances  in  basic  and  clinical  science  coupled  with  the  advanced  state  of  development  of  basic  technology 
make  it  imperative  to  begin  applying  this  new  information  to  clinically  based  research.  Significant  needs  exist 
for  individuals,  particularly  those  with  advanced  clinical  degrees,  to  be  trained  in  specific  areas  of  programmatic 
importance  to  scientific  divisions  within  the  NIAID:  the  Division  of  Acquired  Immunodeficiency  Syndrome  (DAIDS), 
the  Division  of  Allergy,  Immunology  and  Transplantation  (DAIT)  and  the  Division  of  Microbiology  and  Infectious 
Diseases  (DMID).  It  is  the  specific  objective  of  this  Program  Announcement  to  promote  clinical  and  basic  research 
training  in  selected  emphasis  areas  in  infectious  diseases,  immunology,  and  AIDS  for  physicians  with  appropriate 
backgrounds  and  for  Ph.D.'s  from  relevant  disciplines  who  wish  to  do  research  in  these  areas. 

Division  of  Acquired  Immunodef iciency  Syndrome  (DAIDS) 

o Retroviral  Immunopathology.  Although  there  are  skilled  physicians  working  with  AIDS  patients  and  experienced 
molecular  biologists  performing  research  with  the  HIV  or  related  viruses,  there  is  a need  for  clinical  researchers 
(M.D.'s  or  Ph.D.'s)  to  perform  research  on  the  immunopathogenesis  of  the  HIV.  The  emphasis  of  this  initiative  is 
to  support  investigators  who  perform  laboratory  studies  at  the  molecular  level  on  patient  samples  and  basic 
researchers  (retrovirologists)  to  perform  clinical  research  with  the  ultimate  goal  of  elucidating  the 
immunopathogenesis  of  AIDS.  Examples  of  research  areas  that  are  encouraged  include  T cell  depletion,  viral 
replication  and  production,  properties  of  viral  latency,  immune  responses  to  HIV  infection,  and  genetic  variation 
of  HIV  within  a patient  population. 

Division  of  Allergy,  Immunology  and  Transplantation  (DAIT) 

o Inflammatory  Bowel  Diseases  (IBD).  Recent  advances  in  our  knowledge  of  mucosal  immunity  and  IBD  have  led  to 
the  conclusion  that  immune  mechanisms  are  major  components  in  the  pathogenesis  and  evolution  of  Crohn's  disease 
and  ulcerative  colitis.  Vigorous  research  is  needed  in  the  characterization  of  the  cellular  and  molecular 
components  of  the  immune  mediated  mechanisms  involved  in  the  development  of  these  conditions.  Areas  of  specific 
interest  include  the  regulation  of  the  responses  by  immunomodulators,  identification  of  the  antigens  involved  in 
the  initiation  and  recurrence  of  IBD,  characterization  of  intra-epithelial  T cells  and  their  specificity  repertoire, 
analysis  of  activation  of  mucosal  immunocytes,  and  development  of  animal  models  of  the  disease. 

o Immunologic  Skin  Diseases.  Autoimmune  mechanisms  and  immuno-inf lammatory  components  appear  to  play  central 
roles  in  the  development  of  numerous  skin  disorders  including  atopic  dermatitis,  allergic  contact  dermatitis  and 
ang i oedema . The  mechanisms  underlying  the  basic  immunologic  processes  and  immunopathology  of  these  diseases  are 
incompletely  understood,  although  some  advances  have  been  made  such  as  the  results  that  have  been  recently  reported 
on  the  striking  effects  of  immuno- suppress  ion  in  the  treatment  of  psoriasis.  Basic  training  in  immunology  would 
allow  dermatologists  and  dermatopathologists  to  better  understand  the  pathogenesis  of  many  skin  diseases,  and  would 
facilitate  the  development  of  new,  improved  immuno-modulatory  therapies. 

o Immunologic  Eye  Diseases.  The  eye  and  its  surrounding  tissues  comprise  a complicated  organ  system  in  which 
immunological ly  mediated  diseases  that  are  intrinsic  to  the  eye  or  are  ocular  manifestations  of  systemic  disease 
often  occur.  Autoimmuni ty  is  the  main  cause  of  uveoretinitis  in  this  country.  Knowledge  of  the  chemistry  and 
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sources  of  ocular  autoantigens  is  just  now  emerging.  Training  of  ophthalmologists  and  other  individuals  with 
suitable  backgrounds  in  clinical  and  basic  science  in  the  immunopathology  of  eye  diseases  such  as  uveitis,  various 
forms  of  keratitis,  and  conjunctivitis  would  enable  them  to  develop  new  approaches  to  eye  disease  research, 
including  applications  of  emerging  immunomodulatory  therapies  to  prevent  or  halt  the  progress  of  these  diseases. 

Division  of  Microbiology  and  Infectious  Diseases  (DMID) 

o Sexually  transmitted  diseases  (STDs).  In  order  to  meet  evolving  demands  for  high  quality  STD  research,  there 
is  an  urgent  need  to  increase  STD  research  opportunities.  Areas  of  emphasis  in  STD  research  include  sequelae  of 
STDs  in  women  (e.g.,  infertility  and  adverse  outcomes  of  pregnancy);  genital  ulcer  disease  (particularly  chancroid 
and  syphilis);  human  papillomavirus  infection;  and  the  inter-relationships  between  HIV  infection  and  other  STDs. 
Because  of  the  interdisciplinary  character  of  these  research  issues,  there  is  a need  to  encourage  research  training 
to  include  not  only  specialists  in  infectious  diseases,  but  also  other  clinical  investigators  (e.g.,  obstetricians, 
gynecologists,  and  pediatricians),  behavioral  scientists,  and  basic  researchers. 

o Tuberculosis.  The  Department  of  Health  and  Human  Services  (DHHS)  Advisory  Council  for  the  Elimination  of 
Tuberculosis  has  listed  the  training  of  tuberculosis  researchers  as  a high  priority  item  necessary  to  achieve 
tuberculosis  control.  Additional  individuals  trained  as  physician-investigators  and  basic  scientists  to  initiate 
high  quality  research  programs  on  tuberculosis  would  be  highly  desirable.  Therefore,  there  is  a great  need  to 
promote  clinical  and  basic  research  training  in  all  aspects  of  tuberculosis  control  but  particularly  training  in 
epidemiology,  treatment,  immunology  and  molecular  biology. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement, 
Individual  National  Research  Service  Awards  in  Allergy,  Immunology,  Transplantation,  Infectious  Diseases  and  AIDS, 
is  related  to  the  priority  areas  of  HIV  infection,  sexually  transmitted  diseases,  and  immunization  and  infectious 
diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0) 
or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research  grants  and  cooperative  agreements  will 
be  required  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to 
all  persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the 
need  for  inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which  disproportionately 
affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are 
excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed  population-based  studies,  a 
clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398 
in  Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/  offerors  are 
urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 
However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  Native  Americans 
(including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be 
made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results 
of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in 
other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the 
United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies. 
If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific 
weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 
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MECHANISMS  OF  SUPPORT 


This  announcement  is  for  individual  NRSA  (F32,  F33)  applications  seeking  support  for  postdoctoral  fellows  who  will 
advance  research  in  these  areas.  Such  a program  must  be  designed  to  provide  the  developing  scientist  appropriate 
training  to  become  an  independent  investigator  capable  of  constructing  and  executing  rigorous  research  protocols 
carefully  crafted  to  examine  a hypothesis. 

The  support  mechanisms  for  training  are  summarized  in  this  announcement.  Instruction  and  application  forms  for  each 
of  the  mechanisms  may  be  obtained  from  the  office  of  sponsored  programs  at  most  research  institutions  and  from  the 
Division  of  Research  Grants,  NIH,  (301)  496-7441.  Only  U.S.  citizens  and  non-citizen  nationals  are  eligible  for 
support  under  these  programs. 

A.  INDIVIDUAL  NATIONAL  RESEARCH  SERVICE  AUARD  (F32) 

Individual  NRSA  awards  are  given  only  at  the  postdoctoral  level.  The  application  must  describe  a specific  research 
project  that  is  guided  and  sponsored  by  a preceptor  at  a particular  institution.  This  support  is  for  full-time 
research  training.  Provisions  of  these  awards  include: 

o Awards  for  up  to  36  months  of  training  (waivers  may  be  granted  to  M.D.s  upon  written  request  for  an  additional 
year); 

o Stipends  based  on  years  of  experience  from  date  of  degree  to  issuance  of  award:  stipend  range  is  $18,600  - $32,300 
per  year; 

o Institutional  allowance  of  $3,000  per  year  ($2,000  per  year  for  fellows  at  NIH)  to  help  meet  expenses; 
o All  support  exceeding  12  months  requires  either  service  or  financial  payback. 

B.  SENIOR  NATIONAL  RESEARCH  SERVICE  AUARD  (F33) 

Senior  fellowships  are  designed  for  experienced  scientists  who  wish  to  make  major  changes  in  the  direction  of  their 
research  career,  to  broaden  their  research  capabilities,  or  to  enlarge  their  command  of  an  allied  research  field. 
Provisions  of  the  award  include: 

o Awards  may  be  for  up  to  24  months; 

o Candidates  must  have  received  a doctoral  degree  or  equivalent  and  have  had  at  least  seven  subsequent  years  of 
relevant  professional  or  research  experience; 

o Stipends  range  up  to  a maximum  of  $32,300  per  year. 

o All  support  exceeding  12  months  requires  either  service  or  financial  payback. 

APPLICATION  SUBMISSION  AND  REVIEU  FOR  INDIVIDUAL  NRSA'S  IN  NIAID 

Application  receipt  dates  for  these  awards  are  January  10,  May  10,  and  September  10.  Institute  assignment  decisions 
will  be  governed  by  customary  programmatic  considerations  as  specified  in  the  NIH  Referral  Guidelines.  Applicants 
for  the  two  types  of  fellowship  awards  must  use  the  Fellowship  Application  Kit  (PHS  416-1,  Revised  4/89). 
Fellowships  will  be  reviewed  through  the  accelerated  NIH  peer  review  system  in  the  Division  of  Research  Grants. 
Earliest  possible  start  dates  will  be  six  months  after  the  receipt  dates. 

Applications  submitted  in  response  to  the  six  emphasis  areas  described  above  must  be  identified  by  typing  "PA-91-95, 
INDIVIDUAL  NRSAs"  on  line  2 of  the  face  page,  below  the  title  of  the  project.  Applications  for  training  in  areas 
other  than  those  emphasized  above  must  leave  line  2 blank. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National  Center 
for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  activity.  In  such 
a case,  a letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  may  be  included  with 
the  application. 

For  further  information  about  NIAID  individual  NRSAs,  contact  the  representative  from  the  appropriate  NIAID 
Division: 

Nancy  R.  Brown 
Health  Specialist 

Basic  Research  and  Development  Program 
Division  of  AIDS 

Control  Data  Building,  Room  208N 
Bethesda,  MD  20892 
Telephone:  (301)  402-0755 

Leslye  D.  Johnson,  Ph.D. 

Chief,  Enteric  Diseases  Branch 

Division  of  Microbiology  and  Infectious  Diseases 

Westwood  Building,  Room  748 

Bethesda  MD  20892 

Telephone:  (301)  496-7051 
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Eugene  M.  Zimmerman,  Ph.D. 

Special  Assistant  to  the  Director 

Division  of  Allergy,  Immunology  and  Transplantation 

Westwood  Building,  Room  752 

Bethesda,  MD  20892 

Telephone:  (301)  496-8973 

For  inquiries  regarding  fiscal  and  business  matters,  contact: 

Ms.  Barbara  Huffman 
Special  Assistant  for  Operations 
Office  of  the  Chief,  GMB,  DEA,  NI AID 
Westwood  Building,  Room  718 
Bethesda,  MD  20892 
Telephone:  (301)  496-7075 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.855,  Immunology,  Allergic  and 
Immunologic  Diseases  Research,  and  No.  93.856,  Microbiology  and  Infectious  Diseases  Research.  Awards  will  be  made 
under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42 
USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulation  42  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


REDUCTION  OF  CANCER  RISK  BEHAVIORS  IN  HIGH-RISK  YOUTH 

PA:  PA-91-96 

P.T.  34;  K.W.  0715035,  0411005,  0403001,  0745027 
National  Cancer  Institute 

Application  Receipt  Dates:  February  1,  1992,  June  1,  1992,  and  October  1,  1992 
PURPOSE 

The  National  Cancer  Insti tute  (NCI ) invites  applications  for  studies  to  develop,  evaluate,  and  disseminate  effective 
cancer  risk  reduction  methods  and  materials,  and  prevention  intervention  strategies  for  populations  of  high-risk 
youth,  i.e.,  children  or  youth  aged  10  to  18  years  who  are  living  in  families  or  households  with  incomes  below  the 
poverty  level. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  for 
children  and  adolescents  contained  in  its  publication  "Healthy  People  2000.'  This  program  announcement  (PA), 
Reduction  of  Cancer  Risk  Behaviors  in  High-Risk  Youth,  specifically  targets  the  nutrition,  tobacco,  alcohol,  HIV 
infection,  and  general  cancer  prevention  priority  areas.  Potential  applicants  may  obtain  a copy  of  "Healthy  People 
2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No. 

017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325 
(telephone  202-783-3238). 

RESEARCH  OBJECTIVES 

It  is  estimated  that  20  percent  of  all  American  children  under  18  years  of  age  live  in  poverty.  Included  in  this 
group  are  approximately  15  percent  of  all  White  children,  40  percent  of  all  Hispanic  children,  and  45  percent  of 
all  Black  children.  These  young  people  are  extremely  vulnerable  to  several  unhealthy  behaviors.  Children  of 
poverty  often  experiment  with  or  are  regular  users  of  tobacco  and/or  alcohol,  are  sexually  active  without  the 
benefits  of  barrier  protection,  and  have  nutritional  habits  that  are  unhealthful.  Many  of  these  young  people  live 
in  a world  where  stable  familial  relations  are  the  exception,  and  where  the  social  and  institutional  environment 
challenges  rather  than  nurtures  development.  From  a public  health  perspective  the  effects  of  these  conditions  are 
at  least  two-fold:  first,  they  make  programmatic  efforts  especially  difficult  to  implement,  frequently  causing 
impoverished  youth  to  become  underserved  and  hard-to-reach;  and  second,  these  conditions  predispose  children  to 
health -compromising  behaviors,  thus  making  them  'high-risk.' 

This  PA  has  two  major  research  objectives  related  to  the  high-  risk  youth  population:  (1)  Develop  and  test,  through 
communi ty- level  institutions,  methods  and  interventions  for  the  primary  prevention  of  cancers  related  to  poor  diet, 
tobacco  use,  alcohol  use,  and  early  or  unprotected  sexual  activity  (applicants  must  focus  interventions  on  at  least 
two  of  these  four  risk  factors);  and  (2)  Summarize  and  publish  process  and  outcome  results  of  these  methods  and 
interventions  for  use  by  communi ty- level  organizations  that  serve  high-risk  youth. 

Intervention  sites  may  include,  but  are  not  limited  to:  community  health  centers,  the  juvenile  justice  system, 
community  youth  organizations,  and  schools.  Two  types  of  evaluation  must  take  place  under  this  PA:  (1)  outcome 
evaluation  to  judge  how  effectively  the  intervention  has  worked,  and  (2)  process  evaluation  to  identify  ways  of 
improving  the  program  and  to  determine  how  much  of  the  program  is  being  implemented  as  planned.  Investigators  will 
be  required  to  give  full  details  of  how  they  intend  to  accomplish  these  types  of  evaluation,  and  explain  how  they 
will  recruit  and  track  what  is  likely  to  be  a hard-to-reach  population.  Prevention  programs  must  use  a variety 
of  culturally  sensitive  approaches  rather  than  a single  approach,  and  should  be  adapted  to  the  special  needs  of 
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high-risk  youth  to  provide  them  with  skills  to  make  their  own  decisions  to  refrain  from  unhealthy  behaviors  in  spite 
of  peer,  advertising,  and  other  pressures  endemic  to  their  social  environment. 

MECHANISM  OF  SUPPORT 

The  mechanisms  of  support  for  this  announcement  are  the  research  project  grants  (R01)  and  the  First  Independent 
Research  Support  and  Transition  (FIRST)  award  (R29) . Except  as  otherwise  stated  in  this  PA,  awards  will  be 
administered  under  the  PHS  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement. 

ELIGIBILITY 

Applications  may  be  submitted  by  non-profit  and  for-profit  organizations,  by  public  and  private  entities  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged.  Foreign  organizations 
are  eligible  to  apply,  and  domestic  applications  may  include  foreign  components. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

National  Institutes  of  Health  (NIH)  policy  is  that  applicants  for  NIH  clinical  research  grants  will  be  required 
to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder,  or  condition  under  study.  Special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  in  studies  of  diseases  that  disproportionately  affect  them.  This  policy  is  intended  to 
apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  and  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial  or  ethnic  group, 
together  with  a rationale  for  its  choice.  In  addition,  gender  and  racial  or  ethnic  issues  should  be  addressed  in 
developing  a research  design  and  sample  size  appropriate  for  the  scientific  objectives  of  the  study.  This 
information  should  be  included  on  grant  application  form  PHS  398  in  Sections  2A-D  of  the  Research  Plan  AND 
summarized  in  Section  2E  (Human  Subjects). 

Applicants  are  urged  to  carefully  assess  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to 
include  representation  of  the  full  array  of  United  States  racial  or  ethnic  minority  populations  (i.e.,  Native 
Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups 
should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  or  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be 
made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results 
of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in 
other  countries,  applicants  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  specifically  address  whether  the  research  plan  in  the  application  conforms  to  these  policies. 
If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific 
weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  a priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are 

required  to  address  these  policies.  NIH  funding  components  will  not  award  grants  that  do  not  comply  with  these 
policies. 

REVIEW  PROCEDURES 

Applications  will  be  assigned  on  the  basis  of  established  Public  Health  Service  referral  guidelines.  Applications 
will  be  reviewed  for  scientific  and  technical  merit  in  accordance  with  the  usual  NIH  peer  review  procedures. 
Following  study  section  review,  the  applications  will  receive  a second-level  review  by  an  appropriate  national 
advisory  counci l . 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  applications  for  assistance  funding  by  the  NIH.  The 
following  will  be  considered  in  making  funding  decisions:  (1)  quality  of  the  proposed  project  as  determined  by 
peer  review;  (2)  availability  of  funds;  and  (3)  balance  and  priority  of  research  topics. 
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METHOD  OF  APPLYING 


Grant  application  kits  (form  PHS  398,  rev.  10/88)  are  available  at  most  institutional  business  and  grant  or  contract 
offices  and  may  be  obtained  from  the  Office  of  Grant  Inquiries,  Division  of  Research  Grants,  Westwood  Building, 
Room  449,  National  Institutes  of  Health,  Bethesda,  MD  20892,  telephone  (301)  496-7441.  The  title  and  number  of 
this  announcement  must  be  typed  on  Line  2 on  the  face  page  of  the  application.  The  completed  original  application 
and  six  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Uestwood  Building,  Room  240 
Bethesda,  MD  20892** 

INQUIRIES 

Requests  for  further  information  on  the  research  goals  of  this  PA  are  to  be  addressed  to  the  Program  Director: 

D.  Michael  Anderson,  Ph.D.,  M.P.H. 

National  Cancer  Institute 

Division  of  Cancer  Prevention  and  Control 

Executive  Plaza  North,  Room  218 

9000  Rockvi l le  Pike 

Bethesda,  MD  20892-4200 

Telephone:  (301)  496-8577 

Requests  for  information  on  fiscal  policies  are  to  be  directed  to: 

William  Wells 

National  Cancer  Institute 

Division  of  Grants  Administration 

Executive  Plaza  South,  Room  242 

9000  Rockville  Pike 

Bethesda,  MD  20892-4200 

Telephone:  (301)  496-7800  ext.  7800 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  PA  and  inquiries  about  whether  or  not 
specific  proposed  research  would  be  responsive,  clarifying  scientific  content  and  objectives  of  an  application, 
size  and  focus  of  a research  program,  organization  of  an  application,  and  appropriate  use  of  consultants  are 
strongly  encouraged  and  are  to  be  directed  to  Dr.  D.  Michael  Anderson  at  the  above  address  and  telephone  number. 
The  Program  Director  welcomes  the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants. 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.399.  Grants  will  be  awarded  under 
the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241) 
and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency 
review. 


EXPLORATORY/DEVELOPMENTAL  GRANTS  FOR  RESEARCH  ON  THE  ETIOLOGY  OF  ALCOHOLISM 

PA:  PA-91-97 

P.T.  34;  K.W.  0404003,  0755030 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
PURPOSE 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  is  soliciting  applications  for  exploratory/ 
developmental  grants  for  research  on  the  etiology  and  treatment  of  alcoholism.  This  announcement  describes  the 
interest  in  research  on  the  etiology  of  alcoholism  and  accompanies  a parallel  announcement  for  research  on 
alcoholism  treatment  assessment.  Exploratory/developmental  grants  (R21)  are  intended  to  develop  new  research 
activities  that  will  be  building  blocks  in  the  development  of  future,  more  intensive,  and  larger  research  studies. 
Grants  supported  under  this  announcement  will  be  limited  to  a two-year  effort  and  a maximum  of  $70,000  in  direct 
costs  per  year. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement  is 
related  to  the  priority  area  of  alcohol  abuse  reduction.  Potential  applicants  may  obtain  free  of  charge  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No  017-001-00474-0,  or  Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (Telephone: 
202-783-3238). 
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ELIGIBILITY 


Applications  may  be  submitted  by  any  nonprofit  or  for-profit  organization,  whether  public  or  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the 
Federal  Government.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISMS  AND  PERIOD  OF  SUPPORT 

Research  support  mechanisms  are  limited  to  exploratory/developmental  grants  (R21)  for  up  to  $70,000  in  direct  costs 
per  year  for  up  to  two  years.  Annual  awards  will  be  made  subject  to  continued  availability  of  funds  and  progress 
achieved. 

AVAILABILITY  OF  FUNDS 

In  Fiscal  Year  1992,  NIAAA  estimates  that  approximately  $1  million  will  be  available  for  approximately  10  to  12 
exploratory/developmental  awards  under  this  announcement  and  the  related  announcement  for  Exploratory/Developmental 
Grants  (R21)  for  Alcoholism  Treatment  Assessment  Research.  However,  the  amount  of  funding  will  depend  on 
appropriated  funds  and  program  priorities  at  the  time  of  award. 

RESEARCH  OBJECTIVES 

The  objectives  of  the  NIAAA  exploratory/developmental  grants  for  research  on  the  etiology  of  alcoholism  are  to: 
(1)  conduct  pilot  studies  leading  to  new  programs  or  the  enhancement  or  modification  of  existing  research  programs 
that  may  improve  our  understanding  of  the  etiology  of  alcoholism;  (2)  improve  the  methodology  for  evaluating  the 
vulnerability  to  alcoholism;  and  (3)  plan  and  conduct  research  that  may  lead  to  the  development  of  new  concepts 
for  clinical  treatment  of  alcoholism.  In  addition,  the  NIAAA  is  interested  in  projects  that  focus  on  etiologic 
mechanisms  of  alcoholism  that  may  be  unique  to  special  groups  such  as  women,  adolescents  and  youth,  the  elderly, 
and  minority  and  ethnic  populations. 

Applications  solicited  by  this  announcement  are  pertinent  to  a broad  range  of  measurement  and  methodological  issues, 
including  creating,  developing,  modifying,  and  enhancing  instruments,  techniques,  or  analytic  strategies  to  assist 
in  research  on  the  etiology  and  assessment  of  alcoholism.  Basic  research  projects  on  etiology  should  develop  new 
information  about  how  alcohol  affects  the  body  and  behavior  so  that  more  effective  strategies  can  be  designed  and 
developed  for  the  successful  assessment  and  treatment  of  alcoholism.  Specific  goals  may  include: 

1.  Clarifying  the  basis  for  alcohol  craving  so  that  more  effective  therapeutics  agents,  such  as  dopaminergic 
agonists  and  serotonin  uptake  inhibitors,  can  be  designed  and  tested. 

2.  Clarifying  the  roles  of  various  neurotransmitter  receptors,  such  as  those  for  GABA,  NMDA,  and  adenosine,  and 
of  G proteins  in  the  adaptation  to  the  actions  of  alcohol. 

3.  Clarifying  the  etiology  of  alcohol -induced  brain  alterations  that  may  increase  ethanol  intake. 

4.  Developing  approaches  to  study  the  evolution  of  adolescent  alcohol  abuse  during  critical  stages  of  maturation. 
Such  research  could  include  the  effects  of  alcohol  on  the  brains  of  immature  animals  and  the  interaction  of 
neurobiological,  behavioral,  and  environmental  influences  in  humans  that  might  have  relevance  to  the  possible 
vulnerability  of  adolescents  to  develop  alcoholism. 

5.  Developing  and  validating  new  screening  instruments  or  biological  and  behavioral  markers  for  early 
identification  of  individuals  at  risk  for  alcohol  abuse/alcoholism. 

6.  Elucidating  the  mechanistic  basis  for  abnormal  vulnerability  to  alcohol- induced  organ  and  tissue  damage  (e.g., 
brain,  heart,  liver,  pancreas,  etc.)  that  needs  clinical  management  during  treatment.  Studies  may  include  genetic 
susceptibilities  as  well  as  abnormalities  in  metabolism  or  calcium  and  magnesium  ion  distribution,  free  radical 
formation,  and  hemodynamic/  hypertension  changes.  Developing  and  validating  new  medications  for  diminishing  alcohol 
induced  injury  is  central  to  this  issue. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  ADAMHA  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

Applications  for  ADAMHA  grants  and  cooperative  agreements  are  required  to  include  both  women  and  minorities  in  study 
populations  for  clinical  research,  unless  compelling  scientific  or  other  justification  for  not  including  either 
woman  or  minorities  is  provided.  This  requirement  is  intended  to  ensure  that  research  findings  will  be  of  benefit 
to  all  persons  at  risk  of  the  disease,  disorder,  or  condition  under  study.  For  the  purpose  of  these  policies, 
clinical  research  involves  human  studies  of  etiology,  treatment,  diagnosis,  prevention,  or  epidemiology  of  diseases, 
disorders  or  conditions,  including  but  not  limited  to  clinical  trials;  and  minorities  include  U.S.  racial/ethnic 
minority  populations  (specifically:  American  Indians  or  Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  and 
Hispanics). 

ADAMHA  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical  research  projects  to  include 
representation  of  the  full  array  of  U.S.  racial/ethnic  minority  populations.  However,  applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 

Applications  should  include  a description  of  the  composition  of  the  proposed  study  population  by  gender  and 
racial/ethnic  group,  and  the  rationale  for  the  numbers  and  kinds  of  people  selected  to  participate.  This 
information  should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section 
2,  E,  Human  Subjects. 
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Applications  should  incorporate  in  their  study  design  gender  and/or  minority  representation  appropriate  to  the 
scientific  objectives  of  the  work  proposed.  If  representation  of  women  or  minorities  in  sufficient  numbers  to 
permit  assessment  of  differential  effects  is  not  feasible  or  is  not  appropriate,  the  reasons  for  this  must  be 
explained  and  justified.  The  rationale  may  relate  to  the  purpose  of  the  research,  the  health  of  the  subjects,  or 
other  compelling  circumstances  (e.g.,  if  in  the  only  study  population  available,  there  is  a disproportionate 
representation  in  terms  of  age  distribution,  risk  factors,  incidence/prevalence,  etc.,  of  one  gender  or 
minority/majority  group). 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  it  is 
complete.  Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  gender  and/or  minority  representation/  justification  are  judged  to  be  inadequate,  reviewers  will 
consider  this  as  a deficiency  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  ADAMHA  are  required  to  address  these  policies.  ADAMHA  funding 
components  will  not  award  grants  that  do  not  comply  with  these  policies. 

APPLICATION  RECEIPT  AND  REVIEW  SCHEDULE 


Receipt  Dates 

Initial 

Advisory 

Earl iest 

New/Renewal 

Review 

Council  Review 

Start  Date 

Jun  1/Jul  1* 

Oct/Nov 

Jan/Feb 

Apr  1 

Oct  1/Nov  1* 

Feb/Mar 

May/Jun 

Jul  1 

Feb  1/Mar  1* 

May/ Jun 

Sep/Oct 

Dec  1 

* Competing 

continuation. 

supplemental,  and 

revised  applications  are  to  be  submitted  on  these  dates. 

Consequences 

Appl i cat  ions 

of  Late  Submission 

received  after  the  above  receipt 

dates  are  subject  to  assignment  to  the  next  review  cycle 

APPLICATION  PROCESS 


Applicants  must  use  the  grant  application  form  PHS  398  (rev.  10/88).  The  number  and  title  of  this  program 
announcement  "PA-91-97,  Exploratory/Developmental  Grants  for  Research  on  the  Etiology  of  Alcoholism"  must  be  typed 
in  item  number  2 on  the  face  page  of  the  PHS  398  application  form. 

Application  kits  containing  the  necessary  forms  and  instructions  may  be  obtained  from  business  offices  or  offices 
of  sponsored  research  at  most  universities,  colleges,  medical  schools,  and  other  major  research  facilities.  If 
such  a source  is  not  available,  the  following  office  may  be  contacted  for  the  necessary  application  material: 

National  Clearinghouse  for  Alcohol  and  Drug  Information 
P.0.  Box  2345 
Rockville,  MD  20852 
Telephone:  (301)  468-2600 

The  signed  original  and  six  permanent,  legible  copies  of  the  completed  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCESS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary 
PHS  grant  programs.  Applications  received  under  this  announcement  will  be  assigned  to  an  Initial  Review  Group  (IRG) 
in  accordance  with  established  PHS  Referral  Guidelines.  The  IRG,  consisting  primarily  of  non-Federal  scientific 
and  technical  experts,  will  review  the  applications  for  scientific  and  technical  merit.  Notification  of  the  review 
recommendations  will  be  sent  to  the  applicant  after  the  initial  review.  Applications  will  receive  a second-level 
review  by  an  appropriate  national  advisory  council  whose  review  may  be  based  on  policy  considerations  as  well  as 
scientific  merit. 

REVIEW  CRITERIA 

Criteria  for  scientific/technical  merit  review  of  applications  will  include  the  following: 
o The  overall  significance  and  scientific  and  technical  merit  of  the  proposed  research. 

o The  appropriateness  and  adequacy  of  the  experimental  design,  including  the  adequacy  of  the  methodology  for 
collection  and  analysis  of  data,  including  research  schematics,  detailed  analytic  plans,  and  proposed 
instrumentation. 

o The  adequacy  of  the  qualifications  (including  level  of  education  and  training)  and  relevant  research  experience 
of  the  principal  investigator  and  key  research  personnel. 

o The  availability  of  adequate  facilities,  general  environment  for  the  conduct  of  proposed  research,  other 
resources,  and  collaborative  arrangements  necessary  for  the  research. 
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o The  appropriateness  of  budget  estimates  for  the  proposed  research  activities. 


o If  applicable,  the  adequacy  of  procedures  to  protect  or  minimize  possible  adverse  effects  on  humans,  animals, 
or  the  environment. 

o Conformance  of  the  application  to  the  policy  on  the  inclusion  of  women  and  minorities  in  study  populations. 
AWARD  CRITERIA 

Applications  recommended  for  consideration  by  the  National  Advisory  Council  on  Alcohol  Abuse  and  Alcoholism  will 
be  considered  for  funding  on  the  basis  of  overall  scientific  and  technical  merit  of  the  research  as  determined  by 
peer  review,  NIAAA  program  needs  and  balance,  and  availability  of  funds. 

TERMS  AND  CONDITIONS  OF  SUPPORT 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct  research  projects,  including  direct 
costs  that  can  be  specifically  identified  with  the  project  and  allowable  indirect  costs  of  the  institution.  Funds 
may  not  be  used  to  establish,  add  a component  to,  or  operate  a treatment,  rehabilitation,  or  prevention  intervention 
service  program.  Support  for  research- related  treatment,  rehabilitation,  or  prevention  services  and  programs  may 
be  requested  only  for  costs  required  by  the  research.  These  costs  must  be  justified  in  terms  of  research 
objectives,  methods,  and  designs  that  promise  to  yield  general izable  knowledge  and/or  make  a significant 
contribution  to  theoretical  concepts. 

Grants  must  be  administered  in  accordance  with  the  PHS  Grants  Policy  Statement  (Rev.  October  1,  1990). 

INQUIRIES 

Potential  applicants  are  encouraged  to  seek  preapplication  consultation  and  may  contact  the  individuals  listed  below 
for  consultation  in  preparing  an  application  under  this  announcement. 

Direct  inquiries  related  to  program  issues  to: 

Basic  Etiology: 

Sam  Zakhari,  Ph.D.  or  Walter  Hunt,  Ph.D. 

Division  of  Basic  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Bldg.,  Room  16C-05 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4223 

Treatment  and  Treatment  Assessment: 

Joanne  Fertig,  Ph.D. 

Treatment  Research  Branch 

Division  of  Clinical  and  Prevention  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Bldg.,  Room  14C-20 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-0796 

Direct  inquiries  related  to  fiscal  matters  to: 

Elsie  Fleming 

Grants  Management  Branch 

Office  of  Planning  and  Resource  Management 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  16-86 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4703 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.273.  Awards  are  made  under  the 
authority  of  Sections  301  and  510  of  the  Public  Health  Service  Act  as  amended  (42  USC  241  and  290bb). 

Federal  regulations  at  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92,  generic 
requirements  concerning  the  administration  of  grants,  are  applicable  to  these  awards.  The  program  is  not  subject 
to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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EXPLORATORY/DEVELOPMENTAL  GRANTS  FOR  ALCOHOLISM  TREATMENT  ASSESSMENT  RESEARCH 


PA-91-98 

P.T.  34;  K.W.  0404003,  0795005 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
PURPOSE 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  is  soliciting  applications  for  exploratory/ 
developmental  grants  for  research  on  the  etiology  and  treatment  of  alcoholism.  This  announcement  describes  the 
interest  in  research  on  alcoholism  treatment  assessment  and  accompanies  a parallel  announcement  for  research  on 
the  etiology  of  alcoholism. 

Exploratory/developmental  grants  (R21)  are  intended  to  develop  new  research  activities  that  will  be  building  blocks 
in  the  development  of  future,  more  intensive,  and  larger  research  studies.  Grants  supported  under  this  announcement 
will  be  limited  to  a two-year  effort  and  a maximum  of  $70,000  in  direct  costs  per  year. 

HEALTHY  PEOPLE  200 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement  is 
related  to  the  priority  area  of  alcohol  abuse  reduction.  Potential  applicants  may  obtain  free  of  charge  a copy 
of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0,  or  Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (Telephone: 
202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  any  nonprofit  or  for-profit  organization,  public  or  private,  such  as  universities, 
colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the  Federal 
Government.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  AND  PERIOD  OF  SUPPORT 

Research  support  mechanisms  are  limited  to  exploratory/  developmental  grants  (R21)  for  up  to  $70,000  in  direct  costs 
per  year  for  up  to  two  years.  Annual  awards  will  be  made  subject  to  continued  availability  of  funds  and  progress 
achieved. 

AVAILABILITY  OF  FUNDS 

In  Fiscal  Year  1992,  NIAAA  estimates  that  approximately  $1  million  will  be  available  for  approximately  10  to  12 
exploratory/developmental  awards  under  this  announcement  and  the  related  announcement  for  Exploratory/Developmental 
Grants  (R21)  for  Research  on  the  Etiology  of  Alcoholism.  However,  the  amount  of  funding  will  depend  on  appropriated 
funds  and  program  priorities  at  the  time  of  award. 

RESEARCH  OBJECTIVES 

The  objectives  of  NIAAA  exploratory/developmental  grants  for  alcoholism  treatment  assessment  research  are  to:  (1) 
support  promising  activities  of  institutions  that  wish  to  build  a capacity  to  do  alcoholism  treatment  assessment 
research;  (2)  conduct  pilot  studies  leading  to  expansion,  enhancement,  or  modification  of  existing  alcoholism 
treatment  research  programs;  (3)  plan  and  conduct  pilot  research  leading  to  the  possible  development  of  clinical 
trials  in  alcoholism  treatment  assessment  research;  and  to  (4)  develop  instruments  and  methodologies  that  can 
support  larger  scale  studies  on  alcoholism  treatment. 

Applications  solicited  by  this  announcement  are  pertinent  to  a broad  range  of  measurement  and  methodological  issues, 
including  creating,  developing,  modifying,  or  enhancing  instruments,  techniques,  or  analytic  strategies  to  assist 
in  alcoholism  studies.  Some  specific  types  of  interests  include: 

o Development  of  measures  of  patient  variables,  including  patient  classification  systems,  that  may  contribute  to 
effective,  differential  treatment  planning. 

o Normalization  and  validation  of  patient  assessment  and  treatment  outcome  measures. 

o Development  of  measures  of  alcoholism  program  characteristics  (e.g.,  access  factors,  structure,  treatment 
atmosphere,  counselor  characteristics,  patient  satisfaction)  that  may  elucidate  their  contribution  to  treatment 
effectiveness. 

o Development  of  measures  of  extra-treatment  variables,  such  as  social/environmental  support,  coercion  for 
treatment,  and  patient  motivation,  that  may  be  associated  with  alcoholism  recovery. 

o Development  of  procedures  to  assess  and  enhance  patient  compliance  with  treatment  and  treatment  research 
protocols. 

o Development  and  evaluation  of  psychosocial  and  biochemical  measures  of  alcoholism  and  alcohol  consumption. 

o Formulation  or  extension  of  experimental  methodologies  and  quantitative  techniques  to  advance  alcoholism 
treatment  research. 
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SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  ADAMHA  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 


Applications  for  ADAMHA  grants  and  cooperative  agreements  are  required  to  include  both  women  and  minorities  in  study 
populations  for  clinical  research,  unless  compelling  scientific  or  other  justification  for  not  including  either 
woman  or  minorities  is  provided.  This  requirement  is  intended  to  ensure  that  research  findings  will  be  of  benefit 
to  all  persons  at  risk  of  the  disease,  disorder,  or  condition  under  study.  For  the  purpose  of  these  policies, 
clinical  research  involves  human  studies  of  etiology,  treatment,  diagnosis,  prevention,  or  epidemiology  of  diseases, 
disorders  or  conditions,  including  but  not  limited  to  clinical  trials;  and  minorities  include  U.S.  racial/ethnic 
minority  populations  (specifically:  American  Indians  or  Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  and 
Hispanics). 

ADAMHA  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical  research  projects  to  include 
representation  of  the  full  array  of  U.S.  racial/ethnic  minority  populations.  However,  applicants  are  urged  to  assess 
carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 

Applications  should  include  a description  of  the  composition  of  the  proposed  study  population  by  gender  and 
racial/ethnic  group,  and  the  rationale  for  the  numbers  and  kinds  of  people  selected  to  participate.  This 
information  should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section 
2,  E,  Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority  representation  appropriate  to  the 
scientific  objectives  of  the  work  proposed.  If  representation  of  women  or  minorities  in  sufficient  numbers  to 
permit  assessment  of  differential  effects  is  not  feasible  or  is  not  appropriate,  the  reasons  for  this  must  be 
explained  and  justified.  The  rationale  may  relate  to  the  purpose  of  the  research,  the  health  of  the  subjects,  or 
other  compelling  circumstances  (e.g.,  if  in  the  only  study  population  available,  there  is  a disproportionate 
representation  in  terms  of  age  distribution,  risk  factors,  incidence/prevalence,  etc.,  of  one  gender  or 
minority/majority  group). 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  it  is 
complete.  Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  gender  and/or  minority  representation/  justification  are  judged  to  be  inadequate,  reviewers  will 
consider  this  as  a deficiency  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  ADAMHA  are  required  to  address  these  policies.  ADAMHA  funding 
components  will  not  award  grants  that  do  not  comply  with  these  policies. 

APPLICATION  RECEIPT  AND  REVIEW  SCHEDULE 


Receipt  Dates 

Initial 

Advi sory 

Earliest 

New/Renewal 

Review 

Council  Review 

Start  Date 

Jun  1/Jul  1* 

Oct/Nov 

Jan/Feb 

Apr  1 

Oct  1/Nov  1* 

Feb/Mar 

May/Jun 

Jul  1 

Feb  1/Mar  1* 

May/Jun 

Sep/Oct 

Dec  1 

* Competing  continuation,  supplemental,  and  revised  applications  are  to  be  submitted  on  these  dates. 
Consequences  of  Late  Submission 

Applications  received  after  the  above  receipt  dates  are  subject  to  assignment  to  the  next  review  cycle. 
APPLICATION  PROCESS 

Applicants  must  use  the  grant  application  form  PHS  398  (rev.  10/88).  The  number  and  title  of  this  program 
announcement  "PA-91-98,  Exploratory/  Developmental  Grants  for  Alcoholism  Treatment  Assessment  Research"  must  be 
typed  in  item  number  2 on  the  face  page  of  the  PHS  398  application  form. 

Application  kits  containing  the  necessary  forms  and  instructions  may  be  obtained  from  business  offices  or  offices 
of  sponsored  research  at  most  universities,  colleges,  medical  schools,  and  other  major  research  facilities.  If 
such  a source  is  not  available,  the  following  office  may  be  contacted  for  the  necessary  application  material: 

National  Clearinghouse  for  Alcohol  and  Drug  Information 
P.O.  Box  2345 
Rockville,  MD  20852 
Telephone:  (301)  468-2600 

The  signed  original  and  six  permanent,  legible  copies  of  the  completed  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCESS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most  discretionary 
PHS  grant  programs.  Applications  received  under  this  announcement  will  be  assigned  to  an  Initial  Review  Group  (IRG) 
in  accordance  with  established  PHS  Referral  Guidelines.  The  IRG,  consisting  primarily  of  non-Federal  scientific 
and  technical  experts,  will  review  the  applications  for  scientific  and  technical  merit.  Notification  of  the  review 
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recommendations  will  be  sent  to  the  applicant  after  the  initial  review.  Applications  will  receive  a second- level 
review  by  an  appropriate  national  advisory  council  whose  review  may  be  based  on  policy  considerations  as  well  as 
scientific  merit. 

REVIEW  CRITERIA 

Criteria  for  scientific/technical  merit  review  of  applications  will  include  the  following: 
o The  overall  significance  and  scientific  and  technical  merit  of  the  proposed  research. 

o The  appropriateness  and  adequacy  of  the  experimental  design,  including  the  adequacy  of  the  methodology  proposed 
for  collection  and  analysis  of  data,  including  research  schematics,  detailed  analytic  plans,  and  proposed 
instrumentation. 

o The  adequacy  of  the  qualifications  (including  level  of  education  and  training)  and  relevant  research  experience 
of  the  Principal  Investigator  and  key  research  personnel. 

o The  availability  of  adequate  facilities,  general  environment  for  the  conduct  of  proposed  research,  other 
resources,  and  collaborative  arrangements  necessary  for  the  research. 

o The  appropriateness  of  budget  estimates  for  the  proposed  research  activities. 

o Where  applicable,  the  adequacy  of  procedures  to  protect  or  minimize  possible  adverse  effects  on  human,  animals, 
or  the  environment. 

o Conformance  of  the  application  to  the  policy  on  inclusion  of  women  and  minorities  in  study  populations. 

AWARD  CRITERIA 

Applications  recommended  for  consideration  by  the  National  Advisory  Council  on  Alcohol  Abuse  and  Alcoholism  will 
be  considered  for  funding  on  the  basis  of  overall  scientific  and  technical  merit  of  the  research  as  determined  by 
peer  review,  NIAAA  program  needs  and  balance,  and  availability  of  funds. 

TERMS  AND  CONDITIONS  OF  SUPPORT 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct  research  projects,  including  both 
direct  costs  that  can  be  specifically  identified  with  the  project  and  allowable  indirect  costs  of  the  institution. 
Funds  may  not  be  used  to  establish,  add  a component  to,  or  operate  a treatment,  rehabilitation,  or  prevention 
intervention  service  program.  Support  for  research-related  treatment,  rehabilitation,  or  prevention  services  and 
programs  may  be  requested  only  for  costs  required  by  the  research.  These  costs  must  be  justified  in  terms  of 
research  objectives,  methods,  and  designs  that  promise  to  yield  general izable  knowledge  and/or  make  a significant 
contribution  to  theoretical  concepts. 

INQUIRIES 

Potential  applicants  are  encouraged  to  seek  preapplication  consultation  and  may  contact  the  individuals  listed  below 
for  consultation  in  preparing  an  application  under  this  announcement.  Direct  inquiries  relating  to  program  issues 
to: 

Treatment  and  Treatment  Assessment: 

Joanne  Fertig,  Ph.D. 

Treatment  Research  Branch 

Division  of  Clinical  and  Prevention  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Bldg.,  Room  14C-20 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-0796 

Basic  Etiology: 

Sam  Zakhari,  Ph.D.  or  Walter  Hunt,  Ph.D. 

Division  of  Basic  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Bldg.,  Room  16C-05 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4223 

Direct  inquiries  regarding  fiscal  matters  to: 

Elsie  Fleming 

Grants  Management  Branch 

Office  of  Planning  and  Resource  Management 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  16-86 

5600  Fishers  Lane 

Rockville,  MD  20857 
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Telephone:  (301)  443-4703 
AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.273.  Awards  are  made  under  the 
authority  of  Sections  301  and  510  of  the  Public  Health  Service  Act,  as  amended  (42  USC  241  and  290bb). 

Federal  regulations  at  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92,  generic 
requirements  concerning  the  administration  of  grants,  are  applicable  to  these  awards.  This  program  is  not  subject 
to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


STUDIES  ON  OBESITY 


PA:  PA-91-99 


P.T.  34;  K.W.  0715145,  0710095,  0765020 


National 

National 

National 

National 

National 

National 

National 

National 

National 

National 


Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Heart,  Lung,  and  Blood  Institute 

Institute  of  Child  Health  and  Human  Development 

Cancer  Institute 

Institute  on  Aging 

Center  for  Nursing  Research 

Institute  of  Neurological  Disorders  and  Stroke 

Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Institute  on  Deafness  and  Other  Communication  Disorders 

Institute  of  Mental  Health 


BACKGROUND  INFORMATION 

Research  on  the  biomedical  and  behavioral  aspects  of  obesity  is  an  important  component  of  the  NIH  nutrition  research 
program.  Obesity  is  widely  prevalent  in  the  United  States,  affecting  both  children  and  adults.  Data  on  body  mass 
index  from  the  second  National  Health  and  Nutrition  Examination  Survey  (1976-80)  indicated  that  24  percent  of  men 
and  27  percent  of  women  were  overweight  (body  mass  index  equal  to  or  greater  than  27.8  for  men  and  27.3  for  women). 
The  prevalence  of  obesity  in  adults  has  not  declined  in  the  past  three  decades;  some  data  suggest  that  its 
prevalence  in  children  has  increased  over  this  time.  Obesity  is  particularly  prevalent  in  minority  populations, 
especially  among  minority  women.  Obesity  is  multifactorial  in  origin,  reflecting  inherited,  environmental, 
cultural,  and  socioeconomic  conditions. 

Obesity  is  associated  with  elevated  serum  cholesterol  levels,  elevated  blood  pressure,  and  noninsulin-dependent 
diabetes,  and  is  an  independent  risk  factor  for  coronary  heart  disease.  It  also  increases  the  risk  for  gallbladder 
disease  and  some  types  of  cancer  and  has  been  implicated  in  the  development  of  osteoarthritis  of  the  weight-bearing 
joints.  Obesity  acquired  during  childhood  or  adolescence  often  persists  into  adulthood  and  increases  the  risk  for 
some  chronic  diseases  later  in  life. 

The  great  prevalence  of  obesity  and  its  physical  and  mental  health  consequences  make  its  prevention  and  treatment 
a public  health  priority. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  goals  of 
"Healthy  People  2000",  a PHS-led  national  activity  for  setting  priorities.  This  program  announcement  is  related 
to  the  priority  areas  of  nutrition,  physical  activity  and  fitness,  heart  disease  and  stroke,  cancer,  diabetes,  and 
chronic  disabling  conditions.  Potential  applicants  may  obtain  free  of  charge  a copy  of  "Healthy  People  2000"  (Full 
Report:  No.  017-001-474-0,  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (Telephone:  202-783-3238). 

RESEARCH  GOALS  AND  SCOPE 

The  emphasis  of  this  program  announcement  is  the  support  of  research  on  the  biomedical  and  behavioral  aspects  of 
exogenous  obesity.  The  goals  of  this  research,  which  includes  basic,  clinical,  and  population  research,  are  to 
establish  a clear  understanding  of  the  etiology,  prevention,  and  treatment  of  this  multifaceted  condition.  For 
example,  the  determinants  of  obesity  during  the  early  stages  of  the  life  cycle  need  to  be  identified  in  order  to 
prevent  the  onset  of  obesity  early  in  life  and  to  identify  individuals  at  high  risk  of  becoming  obese  later  in  life. 
Preventive  therapies,  as  well  as  successful  treatment  regimens,  need  to  be  designed.  In  order  to  accomplish  these 
goals,  further  research  is  needed  on  the  behavioral  and  developmental  aspects  of  obesity  in  terms  of  its  natural 
history  and  determinants  in  infancy,  childhood,  and  adolescence;  on  the  molecular,  metabolic,  genetic,  and 
neurological  aspects  of  obesity;  on  the  successful  treatment  of  obesity;  and  on  the  effects  of  obesity  on  health 
and  longevity.  A major  question  with  respect  to  the  health  implications  of  obesity  is  determining  the  relative 
roles  of  body  composition,  body  fat,  and  the  regional  distribution  of  body  fat  in  the  morbidity  and  mortality 
attributed  to  obesity.  There  is  also  the  need  to  learn  more  about  adipose  tissue  morphology  as  a determinant  of 
the  pattern  of  fat  distribution  and  the  impaired  health  and  shortened  life  span  associated  with  the  obese  state. 
Finally,  more  information  is  needed  to  support  health-based  standards  of  desirable  weight  for  various  age,  sex, 
and  ethnic  groups. 

Examples  of  research  areas  in  obesity  of  particular  interest  include,  but  are  not  limited  to,  the  following: 
Molecular,  Metabolic,  and  Genetic  Factors 
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o Mechanisms  by  which  obesity  contributes  to  the  development  of  diseases  such  as  diabetes,  coronary  heart  disease, 
hypertension,  and  cancer,  as  well  as  possible  differences  in  such  mechanisms  among  different  ethnic  groups. 

o The  contribution  of  genetic  and  metabolic  factors  to  obesity,  including  the  molecular  and  genetic  basis  of  energy 
metabolism  and  the  nature  of  genetic  aberrations  in  human  obesity. 

o Interactions  of  genetic  and  environmental  factors,  as  well  as  dietary,  behavioral,  and  social  factors,  in  the 
etiology  of  obesity  and  their  effects  on  the  ability  to  lose  weight  successfully. 

o The  contribution  of  muscle  metabolism  to  energy  balance. 

o Methods  for  measuring  body  fat  distribution  and  determining  its  effects  on  disease, 
o Hypometabol ism  and  factors  that  influence  energy  expenditure, 
o Influence  of  gestational  diabetes  on  subsequent  weight  gain  of  offspring, 
o Role  of  nutrient  composition  of  the  diet  in  energy  balance. 

Neurological  and  Endocrine  Factors 

o The  neurophysiology  of  ingestive  behavior,  including  an  understanding  of  the  mechanisms  of  anorexia. 

o Central  nervous  system/hypothalamic/autonomic  nervous  system  (including  sympathetic  nervous  system)  control  of 
energy  intake  and  expenditure,  including  the  neuroanatomical  organizations  and  pathways  that  control  food  intake 
and  the  behavioral,  hormonal,  and  metabolic  mechanisms  by  which  such  pathways  influence  satiety  mechanisms  and  body 
wei ght . 

o Role  of  the  brain  in  mediating  acquisition,  extinction,  and  aversion  of  associations  to  gustatory,  olfactory, 
and  trigeminal  stimulation. 

o Neuroanatomical  pathways  connecting  the  gastrointestinal  system  to  the  hypothalamus,  and  the  effect  of  changes 
in  the  gastrointestinal  system  on  the  electrophysical  activity  in  the  hypothalamus. 

o Functional  and  structural  alterations  in  the  brain  resulting  from  changes  in  food  intake  in  animals,  as  well 
as  gustatory,  olfactory,  and  trigeminal  stimulation. 

o Neurological  mechanisms  of  taste,  smell,  and  common  chemical  reception  in  a variety  of  animal  models. 
Behavioral  and  Developmental  Factors 

o Behavioral  interventions  to  prevent  and  treat  obesity  at  all  ages  and  in  various  population  groups,  including 
minority  populations. 

o Behavioral  change  strategies  for  weight  loss  and  to  prevent  relapse  after  weight  loss, 
o Application  of  the  techniques  of  behavioral  neuroscience  to  the  prevention  and  treatment  of  obesity, 
o Mechanism  of  action  of  reinforcers  of  food  intake  and  physical  activity, 
o Sensory- spec i f ic  studies  of  habituation  phenomena, 
o Genetic/environmental/behavioral  interactions. 

Treatment  of  Obesity 

Due  to  the  serious  health  implications  of  obesity,  research  must  continue  to  find  successful  measures  to  treat 
obesity  and  to  prevent  its  recurrence.  Various  treatments  that  need  to  be  examined  include  the  use  of  hypocaloric 
regimens,  the  effects  of  exercise  alone  or  in  combination  with  caloric  restriction  on  metabolism  and  subsequent 
weight  loss,  and  behavioral  therapies.  Such  treatments  need  to  be  examined  across  the  various  stages  of  the  life 
cycle  and  in  different  risk  groups.  Treatment  outcomes,  including  regression  of  risk  factors  and  effects  on  other 
medical  disorders,  need  to  be  examined,  including: 

o Treatment  models  and  efficacy  in  various  age  groups  and  in  minority  populations, 
o Influence  of  duration  of  obesity  on  adverse  health  effects  and  response  to  intervention, 
o Effects  of  weight  cycling  on  cardiovascular  risk  factors,  fat  patterning,  and  other  physiological  measures, 
o The  effect  of  mild  exercise  on  appetite  and  the  role  of  exercise  in  weight  control, 
o Mechanism  of  action  and  efficacy  of  pharmacologic  agents  in  energy  balance  and  weight  control. 

Prevention  of  Obesity 

o Research  emphasis  on  preventing  obesity  in  children,  adolescents,  and  adults  and  encouraging  healthy  active 
lifestyle  at  ail  ages. 

o Interventions  to  reduce  sedentary  behavior. 
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o Evaluation  of  prevention  strategies  targeted  at  specific  racial,  ethnic,  and  socioeconomic  high-risk  groups. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

National  Institutes  of  Health  (NIH)  policy  is  that  applicants  for  NIH  clinical  research  grants  will  be  required 
to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to  all  persons 
at  risk  of  the  disease,  disorder,  or  condition  under  study.  Special  emphasis  should  be  placed  on  the  need  for 
inclusion  of  minorities  in  studies  of  diseases  that  disproportionately  affect  them.  This  policy  is  intended  to 
apply  to  males  and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical 
research,  particularly  in  proposed  population-based  studies,  a clear  and  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial  or  ethnic  group, 
together  with  a rationale  for  its  choice.  In  addition,  gender  and  racial  or  ethnic  issues  should  be  addressed  in 
developing  a research  design  and  sample  size  appropriate  for  the  scientific  objectives  of  the  study.  This 
information  should  be  included  on  grant  application  form  PHS  398  in  Sections  2A-D  of  the  Research  Plan  AND 
summarized  in  Section  2E  (Human  Subjects). 

Applicants  are  urged  to  carefully  assess  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to 
include  representation  of  the  full  array  of  United  States  racial  or  ethnic  minority  populations  (i.e.,  Native 
Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  or  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or  conditions, 
including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be 
made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results 
of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in 
other  countries,  applicants  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the  United 
States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  specifically  address  whether  the  research  plan  in  the  application  conforms  to  these  policies. 
If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a scientific 
weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  a priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  that  do  not  comply  with  these  policies. 

MECHANISM  OF  SUPPORT 


The  mechanism  of  support  for  this  program  will  be  the  grant-in-aid  (R01  and  R29).  The  regulations  (Code  of  Federal 
Regulations,  Title  42,  Part  52  and  Title  45,  Part  74)  and  policies  that  govern  the  research  grant  programs  of  the 
Public  Health  Service  will  prevail.  The  award  of  grants  pursuant  to  this  request  for  grant  applications  is 
contingent  upon  ultimate  receipt  of  appropriated  funds  for  this  purpose. 

The  NIH  requires  applicants  for  grants  to  give  added  attention  (where  feasible  and  appropriate)  to  the  inclusion 
of  minority  groups  and/or  women  in  the  study  populations  for  research.  For  proposed  population-based  studies  that 
do  not  include  women  and/or  minorities,  a clear  rationale  for  not  including  either  or  both  must  be  provided. 


METHOD  AND  CRITERIA  OF  REVIEW 


Assignment  of  Application:  Applications  will  be  received  by  the  Division  of  Research  Grants  (DRG) , NIH,  referred 
to  an  appropriate  study  section  for  scientific  review,  and  assigned  to  individual  Institutes  for  funding 
consideration.  These  decisions  will  be  governed  by  customary  programmatic  considerations  as  specified  in  the  DRG 
Referral  Guidelines. 


Review  Procedures:  Applications  in  response  to  this  announcement  will  be  reviewed  in  competition  with  other 
applications  received  in  the  same  review  cycle,  and  in  accord  with  the  customary  NIH  peer  review  procedures.  The 
initial  review  for  scientific  and  technical  merit  will  be  by  a review  group  composed  mostly  of  non- Federal 
scientific  consultants  (study  section).  Following  study  section  review,  the  application  will  be  evaluated  by  the 
appropriate  Institute  Advisory  Council  or  Board  with  respect  to  the  adequacy  of  the  technical  merit  review  and  the 
program  relevance  of  the  research  proposed.  The  review  criteria  customarily  employed  by  the  NIH  PHS  for  research 
grant  applications  will  prevail. 

Deadlines:  Applications  will  be  accepted  in  accordance  with  the  usual  receipt  dates  for  new  applications:  October 
1,  February  1,  and  June  1. 
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METHOD  OF  APPLYING 


Applications  should  be  submitted  on  form  PHS  398  (rev.  10/88)  that  is  available  in  the  business  or  grants  and 
contracts  office  at  most  academic  and  research  institutions  and  from  the  Office  of  Grants  Inquiries,  Division  of 
Research  Grants,  NIH,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  496-7441.  In  line  2 on  the 
face  page  of  the  application,  the  phrase,  "Studies  on  Obesity"  must  be  inserted. 

For  further  information,  investigators  are  encouraged  to  contact  one  or  more  of  the  following  individuals: 

Van  S.  Hubbard,  M.D.,  Ph.D. 

Director,  Obesity,  Eating  Disorders  and  Energy  Regulation  Program 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

National  Institutes  of  Health 

Uestwood  Building,  Room  3A18B 

Bethesda,  MD  20892 

Telephone:  (301)  496-7823 

Eva  Obarzanek,  Ph.D.,  M.P.H.,  R.D. 

Prevention  and  Demonstration  Research  Branch 
Division  of  Epidemiology  and  Clinical  Applications 
National  Heart,  Lung,  and  Blood  Institute 
Federal  Building,  Room  604 
Bethesda,  MD  20892 
Telephone:  (301)  496-2465 

Gi Iman  Grave,  M.D. 

Endocrinology,  Nutrition  and  Growth  Branch 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  637A 

6130  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-5593 

Carolyn  K.  Clifford,  Ph.D. 

Acting  Chief,  Diet  and  Cancer  Branch 
National  Cancer  Institute 
Executive  Plaza  North,  Room  212 
6130  Executive  Boulevard 
Rockville,  MD  20892 
Telephone:  (301)  496-8573 

Ann  W.  Sorenson,  Ph.D. 

Director,  Nutrition  Program 
Biology  of  Aging  Program 
National  Institute  on  Aging 
Building  31,  Room  5C21 
Bethesda,  MD  20892 
Telephone:  (301)  496-6402 

June  Lunney,  Ph.D.,  R.N. 

Nurse  Scientist  Administrator 
National  Center  for  Nursing  Research 
Building  31,  Room  5B03 
Bethesda,  MD  20892 
Telephone:  (301)  496-0523 

Kenneth  Surrey,  Ph.D. 

Division  of  Demyel inating,  Atrophic,  and  Dementing  Disorders 
National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  802 
Bethesda,  MD  20892 
Telephone:  (301)  496-1431 

Joan  A.  McGowan,  Ph.D. 

Bone  Biology  and  Bone  Diseases  Program 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Uestwood  Building,  Room  403 
Bethesda,  MD  20892 
Telephone:  (301)  496-7496 

Jack  Pearl,  Ph.D. 

Health  Scientist  Administrator 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400B-12 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-5061 
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Susan  J.  Blumenthal , M.D. , M.P.A. 

Chief,  Behavioral  Medicine  Program 
National  Institute  of  Mental  Health 
Parklawn  Building,  Room  11C06 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-4337 

Contacts  for  fiscal  and  administrative  inquiries: 

Paulette  S.  Badman 

Grants  Management  Specialist 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  639C 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

Marie  Wi l lett 

Grants  Operations  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Uestwood  Building,  Room  4A11C 

Bethesda,  MD  20892 

Telephone:  (301)  496-7536 

E.  Douglas  Shawver 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  501 

6130  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-1303 

Ei leen  Natol i 

Team  Leader,  Grants  Administration  Branch 

National  Cancer  Institute 

Executive  Plaza  South,  Room  243 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-7800  ext.  56 

Carol  Combs 

Biology  of  Aging  Program 
National  Institute  on  Aging 
Building  31,  Room  5C15 
Bethesda,  MD  20892 
Telephone:  (301)  496-4996 

Sal ly  A.  Nichols 

Grants  Management  Officer 

Office  of  Administrative  Management 

National  Center  for  Nursing  Research 

Building  31,  Room  5B06 

Bethesda,  MD  20892 

Telephone:  (301)  496-0237 

Patricia  Driscol l 
Grants  Management  Branch 
Division  of  Extramural  Activities 

National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  1004 
Bethesda,  MD  20892 
Telephone:  (301)  496-9231 

Carol  Clearfield 

Grants  Management  Specialist 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  403 
Bethesda,  MD  20892 
Telephone:  (301)  496-7495 

Sharon  Hunt 

Grants  Management  Officer 
Division  of  Extramural  Activities 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
Executive  Plaza  South,  Room  400-B 
6120  Executive  Boulevard 
Rockville,  MD  20892 
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Telephone:  (301)  402-0909 


Bruce  L.  Ringler 

Chief,  Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-15 

Rockville,  MD  20857 

Telephone:  (301)  443-3056 

This  program  announcement  replaces  a previous  one  published  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol.  13, 
No.  4,  March  30,  1984. 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Nos.  93.848,  93.847,  93.837,  93.865,  93.393, 
93.86>6,  93.854,  93.173,  and  93.242.  Awards  are  made  under  the  authorization  of  the  Public  Health  Service  Act, 
Section  301  (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS 
grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


MAINTENANCE  OF  A REPOSITORY  AND  DISTRIBUTION  CENTER  FOR  CRYOPRESERVED  MOUSE 

EMPRYOS  (RFP  N I H-N I AI D -DAID-92-09)  1 

National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  ALLERGY,  INFECTIOUS  DISEASES 

AIDS  COOPERATIVE  ADJUVANT  GROUP  FOR  INVESTIGATIONS  ON  AIDS  VACCINE  ADJUVANTS  (RFA  AI-92-Q1)  2 

National  Institute  of  Allergy  and  Infectious  Diseases 
Index:  ALLERGY,  INFECTIOUS  DISEASES 


ONGOING  PROGRAM  ANNOUNCEMENTS 


SPECIAL  ISSUES  IN  WOMEN'S  MENTAL  HEALTH  OVER  THE  LIFE  CYCLE  (PA-91-100)  4 

National  Institute  of  Mental  Health 
Index:  MENTAL  HEALTH 

ADAMHA  RESEARCH  SCIENTIST  DEVELOPMENT  AUARD  (PA-91-101)  6 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 
Index:  ALCOHOL,  DRUG  ABUSE,  MENTAL  HEALTH 

ADAMHA  RESEARCH  SCIENTIST  AWARD  (PA-91-102)  8 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 
Index:  ALCOHOL,  DRUG  ABUSE,  MENTAL  HEALTH 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

MAINTENANCE  OF  A REPOSITORY  AND  DISTRIBUTION  CENTER  FOR  CRYOPRESERVED  MOUSE  EMBRYOS 

RFP  AVAILABLE:  RFP-NIH-NIAID-DAIT-92-09 
P.T.  34;  K.W.  0780005,  1002002 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID),  National  Institutes  of  Health  (NIH),  has  a 
requirement  for  the  acquisition  of:  Maintenance  of  a Repository  and  Distribution  Center  for  Cryopreserved  Mouse 
Embryos.  This  NIAID  sponsored  project  shall  take  approximately  five  years  to  complete.  This  shall  be  a cost 
reimbursement  type  contract.  The  proposed  project  will  require  a high  level  of  expertise  in:  1)  mouse 

immunogenetics  2)  sophisticated  cryopreservation  techniques,  3)  maintenance  of  an  inbred  animal  facility,  4) 

superovulation  techniques  5)  collection  of  embryos  6)  embryo  freezing  and  7)  embryo  transfer.  It  is  mandatory  that 

the  offeror's  have  1)  an  ALAC  certified  animal  breeding  or  equivalent  facility,  2)  a central  alarm  system  for  the 
refrigerators  and  freezers  and  security  for  the  facilities  to  be  used  on  this  project  and  3)  an  adequate, 
technically  and  logistical ly  sound  plan  to  transfer  the  current  inventory  of  cryopreserved  embryos  from  the  Jackson 
Laboratories,  Bar  Harbor,  Maine  to  the  new  site  without  any  deleterious  effect  on  the  ability  to  reconstitute  the 
current  inventory. 

Any  contract  awarded  will  be  subject  to  DHHS  regulations  regarding  the  animal  subjects  in  research.  It  is 
anticipated  that  one  (1)  award  will  be  made.  Any  responsible  offeror  may  submit  a proposal  to  be  considered  by 

the  Government.  The  issuance  date  of  the  Request  for  Proposals  (RFP)  will  be  on  October  11,  1991  and  proposals 

will  be  due  by  the  close  of  business  on  December  5,  1991. 

Requests  for  the  RFP  should  be  directed  to: 

Ms.  Merilee  Rahe-Stoline 

Contract  Specialist,  Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institutes  of  Health 

Control  Data  Building,  Room  326P 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

To  receive  a copy  of  the  RFP,  please  supply  this  office  with  two  self-addressed  mailing  labels.  Telephone  inquiries 
will  not  be  honored  and  all  inquiries  must  be  in  writing  and  addressed  to  the  office  listed  above. 

This  announcement  does  not  commit  the  Government  to  award  a contract. 
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AIDS  COOPERATIVE  ADJUVANT  GROUP  FOR  INVESTIGATIONS  ON  AIDS  VACCINE  ADJUVANTS 


RFA  AVAILABLE:  AI-92-01 

P.T.  34;  K.W.  0715008,  0740075,  0740023 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  October  10,  1991 
Application  Receipt  Date:  December  10,  1991 

The  National  Institute  of  Allergy  & Infectious  Diseases  (NIAID)  announces  the  availability  of  a Request  for 
Applications  (RFA)  for  recompetition  of  the  AIDS  Cooperative  Adjuvant  Group  for  Investigations  on  AIDS  Vaccine 
Adjuvants.  Existing  Groups  and  new  applicants  are  invited  to  apply. 

BACKGROUND 

Although  great  strides  have  been  made  in  our  understanding  of  HIV  and  the  immunologic  responses  it  elicits,  the 
development  of  a safe  and  effective  vaccine  against  HIV  remains  a formidable  challenge.  Among  the  varied  research 
initiatives  launched  to  achieve  this  goal,  extensive  efforts  have  been  directed  toward  understanding  the  mechanism 
of  protection.  Current  studies  indicate  that  a potent,  efficacious  AIDS  vaccine  should  elicit  both  a comprehensive 
and  a long- lasting  immune  response  to  HIV.  Immunostimulating  compounds,  adjuvants,  have  been  used  to  enhance  the 
immunogenicity  of  a variety  of  vaccines  against  infectious  pathogens.  They  have  been  sought  to  increase  the  speed, 
intensity,  and  duration  of  an  immune  response.  At  the  present  time,  alum  is  the  only  adjuvant  licensed  for  human 
use.  The  identification  of  other  adjuvants  that  maximize  the  quality  and  quantity  of  an  immune  response  to  HIV 
continues  to  be  a critical  component  of  the  AIDS  vaccine  development  strategy. 

PURPOSE 

NIAID  has  undertaken  a leading  role  in  organizing  adjuvant  investigations  and  has  organized  researchers  into  the 
AIDS  Cooperative  Adjuvant  Group  for  Investigations  on  AIDS  Vaccine  Adjuvants.  Through  this  effort  a number  of  new 
and  novel  adjuvant  formulations  have  been  identified.  NIAID  now  wishes  to  re-direct  the  research  currently  being 
funded  in  this  area.  The  RFA  focuses  studies  on  adjuvant-vaccine  formulations  that  combine  SIV  or  HIV  immunogens 
with  potent  adjuvants.  Emphasis  will  be  placed  on  the  identification  of  those  adjuvanted  formulations  that 
stimulate  the  varied  immune  reactivity  of  B cells,  T cells,  and  antigen-presenting  cells,  and  that  generate  long 
lasting  immunity,  immunologic  memory,  and  mucosal  immunity.  For  example,  studies  aimed  at  defining  adjuvant 
formulations  that  generate  humoral  immunity,  especially  the  induction  of  neutralizing  antibodies  and/or  antibody 
mediated  cell  cytotoxicity  (ADCC)  are  desired.  Furthermore,  investigations  that  examine  the  ability  of 
adjuvanted- vaccines  to  enhance  cell  mediated  immunity,  such  as  cytotoxic  T lymphocytes  (CTL)  and  T helper  cell 
activity  will  be  considered  responsive  to  this  RFA.  Moreover,  adjuvanted- vaccines  that  enhance  antigen  presentation 
through  induction  of  cytokines,  increase  duration  of  protection  and/or  augment  memory  will  be  sought. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committing  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Request  for  Applications 
(RFA),  AIDS  COOPERATIVE  ADJUVANT  GROUP  FOR  INVESTIGATIONS  ON  AIDS  VACCINE  ADJUVANTS,  is  related  to  the  priority 
area  of  HIV  Infection.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

OBJECTIVES 

The  RFA  invites  applications  that  seek  to  evaluate  ad j uvanted- vacc i nes  that  effectively  stimulate  comprehensive 
and  long- lasting  immune  responses  to  SIV  or  HIV  antigens.  These  studies,  that  will  be  conducted  in  small  animals, 
will  be  developed  to  evaluate  a number  of  immunologic  questions.  Approaches  to  these  questions  may  include,  but 
are  not  limited  to: 

o B Cell  Reactivity:  Determine  the  effectiveness  of  varied  adjuvants  to  induce  the  production  of  neutralizing 
antibodies  and/or  that  elicit  ADCC  to  SIV  or  HIV  antigens.  Evaluate  adjuvant  formulations  for  their  effect  on  the 
development  of  enhancing  antibodies.  Define  other  characteristics  that  may  enhance  protective  immunity,  such  as 
isotype  and  avidity  of  antibodies,  and  cytokine  modulation  of  antibody. 

o T Cell  Reactivity:  Determine  the  effectiveness  of  varied  adjuvants  to  induce  the  stimulation  of  T helper  cell 
reactivity.  Define  adjuvant  formulations  which  induce  specific  SIV  or  HIV  CTLs.  Define  other  characteristics, 
e.g.,  induction  of  cytokines,  that  may  augment  T cell  reactivity. 

o Antigen  Presentation:  Determine  the  effectiveness  of  varied  adjuvants  to  augment  antigen  presentation  of 
selected  SIV  or  HIV  antigens. 

o Duration  of  Immunity  & Memory:  Define  adjuvant  formulations  and  immunization  schedules  that  enhance  duration 
of  immunity  and  augment  immunologic  memory  to  SIV  or  HIV  antigens. 

o Mucosal  Immunity:  Define  adjuvants  that  induce  mucosal  immunity.  Studies  may  include,  but  are  not  limited  to, 
secretory  IgA  antibodies. 
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Applicants  responding  to  the  RFA  need  not  attempt  to  address  all  of  these  research  questions.  Each  approach  will 
be  assessed  on  its  effectiveness  to  identify  potent  adjuvated-vaccines  that  induce  appropriate  immune  responses 
to  SIV  and  HIV  antigens.  Since  SIV  or  HIV  proteins  are  the  immunogens  to  be  used  in  these  studies,  NIAID,  through 
its  Scientific  Coordinator,  will  provide  information  and  resources  for  investigators  who  may  not  have  access  to 
SIV  or  HIV  subunit  or  peptide  immunogens.  In  the  event  that  the  research  of  the  awardee  produces  a product  that 
merits  further  testing  for  immunogenici ty  in  primates,  NIAID  staff  may  provide  resources  through  the  Vaccine 
Research  and  Development  Branch. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  as  Cooperative  Agreements  (U01).  The  NIAID  has  allocated  $1.18  million  for  the  initial  year 
of  funding  applications  received  in  response  to  this  RFA.  Awards  will  be  made  for  a three  year  period.  The 
earliest  award  date  is  June  1,  1992. 

ELIGIBILITY 

Any  domestic  or  foreign  institution,  university,  medical  school,  college,  hospital,  laboratory  or  other  public  or 
for-profit  institution  is  eligible. 

APPLICATION  PROCEDURES 

Letter  of  Intent:  Prospective  applicants  are  asked  to  submit  by  October  10,  1991  a letter  of  Intent  that  includes 
a descriptive  title  and  description  (not  to  exceed  one  page)  of  the  proposed  research.  Since  applications  that 
do  not  address  areas  of  program  relevance  will  be  considered  nonresponsive,  potential  applicants  are  strongly 
encouraged  to  discuss  their  research  plans  with  program  staff  before  completing  their  applications.  The  letter 
of  intent  should  be  sent  to: 

Dr.  Barbara  Detrick 

Vaccine  Research  and  Development  Branch 
DAIDS 

National  Institutes  of  Health 
6003  Executive  Blvd.,  Room  236P 
Bethesda,  MD  20892 

The  regular  research  application  form  PHS-398  (Rev. 10/88)  must  be  used  in  applying.  These  forms  are  available  at 
most  institutional  business  offices  and  from  the  Office  of  Grant  Inquiries,  Division  of  Research  Grants,  NIH, 
Westwood  Building,  Room  449,  5333  Westbard  Ave.,  Bethesda,  MD  20892.  To  identify  responses  to  this  announcement, 
check  "yes"  and  put  "Investigations  On  AIDS  Vaccine  Adjuvants  (RFA  A I - 92 -01)  under  item  two  on  page  one  of  the  grant 
application.  The  RFA  label  provided  with  the  instructions  must  be  affixed  to  the  bottom  of  the  face  page.  Failure 
to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that  it  may  not  reach  the  review 
committee  in  time  for  review.  The  completed  original  application  and  six  exact,  single-sided  photocopies  must  be 
mailed  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Submit  17  exact,  single-sided  photocopies  of  the  application  to: 

Dr.  Allen  Stoolmiller 
AIDS  Review  Section 
NIAID/DEA/PPRB 

Control  Data  Building,  Room  406S 
6003  Executive  Blvd. 

Bethesda,  MD  20982 

INQUIRIES 

The  RFA  contains  important  information  for  applicants  and  may  be  obtained  from: 

Dr.  Barbara  Detrick 

Vaccine  Research  & Development  Branch 

Division  of  AIDS,  NIAID,  NIH 

6003  Executive  Blvd.,  Room  236P 

Bethesda,  MD  20892 

Telephone:  (301)  496-8200 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  93.856  - Microbiology  and  Infectious 
Diseases  Research  and  93.855  - Immunology,  Allergic  and  Immunologic  Diseases  Research.  Grants  are  awarded  under 
the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241)  and  administered  under  PHS  grant  policies 
and  Federal  Regulations,  most  specifically  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  Review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 

SPECIAL  ISSUES  IN  UOMEN'S  MENTAL  HEALTH  OVER  THE  LIFE  CYCLE 

PA  AVAILABLE:  PA-91 -100 

P.T.  34,  II;  K.U.  0715095,  0785055,  0710030 

National  Institute  of  Mental  Health 

PURPOSE 

This  announces  the  availability  of  a new  Program  Announcement  (PA)  under  authority  of  Sections  301,  487,  and  518 
of  the  Public  Health  Service  Act  (42  USC  241,  288,  and  290cc- 1 1 ),  as  amended,  and  subject  to  availability  of  funds, 
by  National  Institute  of  Mental  Health  (NIMH)  to  expand  the  full  spectrum  of  research  (basic,  clinical,  and 
epidemiological  studies)  on  issues  pertinent  to  women's  mental  health.  Multidisciplinary  research  projects  are 
encouraged.  Studies  are  encouraged  in  basic  science  issues,  premenstrual  syndrome  and  late  luteal  phase  dysphoric 
disorder,  reproductive  behavior  and  mental  health,  postpartum  mental  disorders,  mood  and  behavior  changes  associated 
with  mental  health  aspects  of  the  menopause,  and  gender  differences  in  the  etiology,  treatment,  and  prevention  of 
mental  disorders. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report: 
Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C. 
20402-9325  (telephone  202-783-3238). 

FUNDING  MECHANISMS 

Support  mechanisms  for  research  programs  include  the  individual  research  project  grant  (R01),  the  First  Independent 
Research  Support  and  Transition  (FIRST)  Award  (R29),  Program  Projects  (P01)  and  Small  Grants  (R03).  In  addition 
to  encouraging  research,  NIMH  seeks  to  expand  scientific  capability  to  conduct  research  on  women's  mental  health 
concerns  by  increasing  the  number  of  well-trained  investigators  through  institutional  research  training  grants 
(T32),  research  career  awards  (K02,  K05,  K07,  K20,  K21 ),  and  individual  fellowships  (pre-  and  postdoctoral)  (F30, 
F31,  F32).  In  fiscal  year  1992,  it  is  estimated  that  approximately  $3  million  will  be  available  from  NIMH  to 
support  22  new  and  continuation  grants  on  mental  health  aspects  of  reproductive  function  in  women.  Grants  focusing 
on  specific  mental  disorders  more  prevalent  in  women  or  that  examine  gender  differences  in  the  etiology,  course, 
and  treatment  of  mental  illness  represent  an  additional  source  of  funding,  although  the  amount  depends  on 
appropriated  funds  and  program  priorities  at  the  time  of  the  award. 

ELIGIBILITY 

Applications  may  be  submitted  by  public  or  private,  nonprofit  or  for-profit,  organizations  such  as  universities, 
colleges,  hospitals,  laboratories,  research  institutions,  units  of  State  or  local  government,  and  eligible  agencies 
of  the  Federal  Government.  Nonprofit  private  or  public  institutions,  including  a Federal  laboratory,  are  eligible 
for  research  fellowship  awards  (F  series).  Women  and  minority  investigators  are  encouraged  to  apply. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

Applications  for  ADAMHA  grants  and  cooperative  agreements  are  required  to  include  both  women  and  minorities  in  study 
populations  for  clinical  research,  unless  compelling  scientific  or  other  justification  for  not  including  either 
women  or  minorities  is  provided.  This  requirement  is  intended  to  ensure  that  research  findings  will  be  of  benefit 
to  all  persons  at  risk  of  the  disease,  disorder,  or  condition  under  study.  For  the  purpose  of  these  policies, 
clinical  research  involves  human  studies  of  etiology,  treatment,  diagnosis,  prevention,  or  epidemiology  of  diseases, 
disorders,  or  conditions,  including  but  not  limited  to  clinical  trials;  and  minorities  include  U.S.  racial/ethnic 
minority  populations  (specifically  American  Indians  or  Alaskan  Natives,  Asian/Pacific  Islanders,  Blacks,  and 
Hispanics). 

ADAMHA  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical  research  projects  to  include 
representation  of  the  full  array  of  U.S.  racial/ethnic  minority  populations.  However,  applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 

Applications  should  include  a description  of  the  composition  of  the  proposed  study  population  by  gender  and 
racial\ethnic  group,  and  the  rationale  for  the  numbers  and  kinds  of  people  selected  to  participate.  This 
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information  should  be  included  in  the  PHS  form  398  in  Section  2,  A-D  of  the  Research  Plan  and  summarized  in  Section 
2,  E,  Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority  representation  appropriate  to  the 
scientific  objectives  of  the  work  proposed.  If  representation  of  women  or  minorities  in  sufficient  numbers  to 
permit  assessment  of  differential  effects  is  not  feasible  or  appropriate,  the  reasons  for  this  must  be  explained 
and  justified.  The  rationale  may  relate  to  the  purpose  of  the  research,  the  health  of  the  subjects,  or  other 
compelling  circumstances  (e.g.,  if  in  the  only  study  population  available  there  is  a disproportionate  representation 
in  terms  of  age  distribution,  risk  factors,  incidence/prevalence,  etc.,  of  one  gender  or  minority/majority  group). 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  it  is 
complete.  Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  gender  and/or  minority  representation/ justification  are  judged  to  be  inadequate,  the  reviewers  will 
consider  this  as  a deficiency  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  ADAMHA/NIH  are  required  to  address  these  policies.  ADAMHA/NIH 
funding  components  will  not  award  grants  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

All  research  applicants  must  use  the  current  version  of  the  grant  application  form  PHS  398  (rev.  10/88).  Support 
may  be  requested  for  a period  of  up  to  5 years  except  for  Small  Grants  which  are  limited  to  2 years  and  fellowships 
which  are  limited  to  3 years.  Annual  awards  will  be  made  subject  to  continued  availability  of  funds  and  progress 
achieved.  A competing  supplemental  application  for  some  funding  mechanisms  may  be  submitted  during  an  approved 
period  of  support  to  expand  the  scope  or  protocol  of  a project  during  the  approved  period.  A competing  continuation 
(i.e,  renewal)  application  may  be  submitted  before  the  end  of  an  approved  period  of  support  to  continue  a project, 
with  the  exception  of  the  FIRST  Award  and  Small  Grant  which  are  not  renewable.  Applicants  are  advised  to  obtain 
additional  information  regarding  funding  mechanism(s)  of  interest. 

REVIEW 

Applications  will  be  received  under  the  usual  PHS  receipt  and  review  schedule.  Applications  will  be  reviewed  by 
an  initial  review  group  (IRG)  consisting  primarily  of  non-Federal  scientific  and  technical  experts.  Applications 
will  receive  a second- level  review  by  the  appropriate  National  Advisory  Council  based  on  policy  considerations  as 
well  as  scientific  merit.  Applications  recommended  for  approval  by  Council  will  be  considered  for  funding  on  the 
basis  of  overall  scientific  and  technical  merit  of  the  research  as  determined  by  peer  review,  program  needs  and 
balance,  and  availability  of  funds.  Applicants  are  advised  to  obtain  additional  information  regarding  funding 
mechanism(s)  of  interest. 

AUARDS 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct  research  projects,  including  both 
direct  costs  which  can  be  specifically  identified  with  the  project  and  allowable  indirect  costs  of  the  institution. 
Funds  may  not  be  used  to  establish,  add  a component  to,  or  operate  a treatment,  rehabilitation,  or  prevention 
intervention  service  program.  Support  for  research- related  treatment,  rehabilitation,  or  prevention  services  and 
programs  may  be  requested  only  for  costs  required  by  the  research.  These  costs  must  be  justified  in  terms  of 
research  objectives,  methods,  and  designs  which  promise  to  yield  general izable  knowledge  and/or  make  a significant 
contribution  to  theoretical  concepts.  Applicants  are  advised  to  obtain  additional  information  regarding  funding 
mechanism(s)  of  interest. 

INQUIRIES 

The  RFA  contains  important  information  for  applicants  and  may  be  obtained  from  the  following  who  can  also  provide 
general  information  concerning  this  announcement: 

Susan  J.  Blumenthal,  M.D.,  M.P.A. 

Chief,  Behavioral  Medicine  Program 

Basic  Prevention  and  Behavioral  Medicine  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  11C-006 

Rockville,  MD  20857 

Telephone:  (301)  443-4337 

Division  of  Clinical  Research 

Mary  C.  Blehar,  Ph.D. 

Chief,  Clinical  and  Biological  Studies  of  Mood  Disorders  Program 

Mood,  Anxiety,  and  Personality  Disorders  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  IOC-23 

Rockville,  MD  20857 

Telephone:  (301)  4434-4524 
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Division  of  Applied  and  Services  Research 


Kathryn  M.  Magruder,  Ph.D.,  or  Ann  A.  Hohmann,  Ph.D. 

Services  Research  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  18C-04 
Rockville,  MD  20857 
Telephone:  (301)  443-3364 

Division  of  Basic  Brain  and  Behavioral  Sciences 

Susan  J.  Blumenthal,  M.D.,  M.P.A. 

Chief,  Behavioral  Medicine  Program 

Basic  Prevention  and  Behavioral  Medicine  Research  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  11C-06 

Rockville,  MD  20857 

Telephone:  (301)  443-4337 

Information  on  grants  management  issues  can  be  obtained  from: 

Steven  J.  Hudak 

Chief,  Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-26 
Rockville,  MD  20857 
Telephone:  (301)  443-4596 

AUTHORITY  AND  REGULATIONS 

Catalog  of  Federal  Domestic  Assistance  93.242,  93.281,  and  93.282.  Under  authority  of  Sections  301,  487,  and  518 
of  the  Public  Health  Service  Act,  (42  U.S.C.  241,  288,  and  290cc-11),  as  amended,  the  National  Institute  of  Mental 
Health  will  accept  applications  to  this  program  announcement  under  the  receipt  dates  listed  herein. 


ADAMHA  RESEARCH  SCIENTIST  DEVELOPMENT  AWARD 

PA  AVAILABLE:  PA-91-101 

P.T.  34;  K.W.  0404003,  0404009,  0715095 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

Application  Receipt  Dates:  February  1,  June  1,  October  1 

INTRODUCTION 

Under  the  authorization  in  the  Public  Health  Service  Act,  Section  301,  as  amended  (42  U.S.C.  241),  the  Institutes 
of  the  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA)  make  Research  Scientist  Development  Awards 
(RSDAs)  to  eligible  institutions  for  support  of  named  individuals.  Each  ADAMHA  Institute  has  different  program 
goals,  program  initiatives,  and  resource  constraints;  therefore,  potential  applicants  for  an  RSDA  must  contact  the 
appropriate  Institute  office,  listed  herein,  prior  to  preparing  an  application  to  obtain  the  full  Program 
Announcement  and  current  information  about  that  Institute's  situation  with  regard  to  RSDAs. 

PURPOSE 

The  ADAMHA  RSDA  is  intended  to  enhance  the  development  of  outstanding  scientists  and  enable  them  to  expand  their 
potential  for  making  important  contributions  to  the  fields  of  alcohol,  drug  abuse,  or  mental  health  (ADM)  research. 
This  Award  provides  five  years  of  salary  support  (renewable  once)  and  guarantees  that  the  awardee  will  be  able  to 
devote  at  least  80  percent  of  their  time  to  research  for  the  duration  of  the  award. 

The  RSDA  is  part  of  an  integrated  ADAMHA  Scientist  Development  Award  Program  which  is  made  up  of  three  types  of 
awards:  the  Scientist  Development  Awards  (K20,  K21),  the  Research  Scientist  Development  Award  (K02),  and  the 
Research  Scientist  Award  (K05).  Together,  they  provide  a continuum  of  support  for  scientists  at  all  stages  of  their 
careers.  The  Scientist  Development  Awards  are  designed  for  beginning  scientists  who  need  additional  supervised 
research  experience  to  develop  into  excellent  independent  scientists.  The  Research  Scientist  Development  Award, 
described  here,  is  designed  for  fully  trained,  independent  scientists  whose  careers  are  developing  rapidly.  The 
Research  Scientist  Award  is  designed  for  outstanding  senior  investigators. 

ELIGIBILITY 

Candidates  must  be  nominated  by  non-Federal  public  or  private,  non-profit  or  for-profit  organizations  and 
institutions  engaging  in  ADM  research  and  located  in  the  United  States  or  its  territories  and  possessions. 
Candidates  for  RSDAs  are  investigators  with  an  earned  doctorate  degree  who  have  demonstrated  the  potential  to  become 
outstanding  scientists,  are  capable  of  designing  and  conducting  original  high  quality  research  (as  evidenced  by 
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obtaining  independent  funding),  and  need  to  devote  more  time  to  research  activities  to  gain  more  experience  and 
additional  skills  in  order  to  reach  their  full  potential. 

Candidates  for  RSDA  awards  must  be  citizens  or  non-citizen  nationals  of  the  United  States,  or  have  been  lawfully 
admitted  to  the  United  States  for  permanent  residence  and  have  in  their  possession  an  Alien  Registration  Receipt 
Card  (Form  1-151  or  1-551)  at  the  time  of  application. 

Scientists  who  hold  a position  with  firm  salary  support  for  full-time  research  are  not  eligible  for  support  under 
this  program.  ADAMHA  is  interested  in  applications  from  all  wel l -qual i f ied  individuals.  Women  and  minority 
candidates,  in  particular,  are  encouraged  to  apply. 

PROGRAM  CHARACTERISTICS 

The  essential  elements  of  an  ADAMHA  RSDA  are  an  individualized,  well  thought  out  career  enhancement  plan,  including 
research  related  career  activities,  e.g.,  providing  research  training,  workshops,  seminars,  or  other  forms  of 
science  education;  commitment  on  the  part  of  the  applicant  institution  to  the  RSDA  candidate's  research  career 
development;  and  a research  plan  that  demonstrates  the  ability  to  conceptualize  and  organize  a well  reasoned  program 
of  scientific  research.  Documentation  concerning  each  of  these  essential  elements  must  be  included  in  the  RSDA 
application. 

Particular  attention  must  be  paid  to  the  supplemental  instructions  that  may  be  obtained  from  the  offices  listed 
under  Application  Procedures.  All  potential  candidates  are  encouraged  to  consult  with  appropriate  ADAMHA  Institute 
program  staff  for  technical  assistance  in  the  preparation  of  these  applications. 

STUDY  POPULATIONS 

In  compliance  with  ADAMHA  policy,  research  supported  by  ADAMHA  grants  and  cooperative  agreements  are  required  to 
include  both  women  and  minorities  in  study  populations  for  clinical  research,  unless  compelling  scientific  or  other 
justification  for  not  including  either  women  or  minorities  is  provided.  All  clinical  research  supported  by  ADAMHA 
is  required  to  address  these  policies.  ADAMHA  funding  components  will  not  fund  RSDA  applications  that  do  not  comply 
with  these  policies. 

TERMS  AND  CONDITIONS  OF  SUPPORT 

RSDA  awards  are  to  be  administered  under  PHS  grants  policy  as  stated  in  the  PHS  Grants  Policy  Statement  (Rev. 
10/90). 

Individuals  who  receive  salaries  from  RSDA  grants  are  to  devote  full  time  (at  least  80  percent)  to  research  and 
research-related  activities,  including  science  education  activities.  The  salary  proposed  must  be  consistent  with 
the  established  salary  structure  for  full-time,  12-month  staff  appointments  at  the  grantee  institution.  ADAMHA's 
contribution  to  salary  support  is  geared  to  the  institution's  base  as  follows:  up  to  $45,000,  100  percent  of 
institutional  base;  $45,001  to  $60,000,  $45,000;  $60,001  and  over,  75  percent  of  institutional  base  up  to  $75,000. 

The  grantee  institution  may  supplement  ADAMHA's  salary  contribution  up  to  a level  that  is  consistent  with  the 
institution's  salary  scale.  Fringe  benefits  are  paid  out  of  grant  funds  in  the  same  proportion  as  the  salary 
contribution.  Applicants  may  request  up  to  8 percent  of  direct  costs  for  indirect  costs.  Indirect  costs  are  not 
provided  on  tuition  and  related  fees  or  on  equipment  expenditures. 

Allowance  for  Support  Costs:  Candidates  should  have  alcohol,  drug  abuse,  and/or  mental  health  relevant  research 
project  support.  However,  under  certain  circumstances  candidates  engaged  in  predominantly  theoretical  work,  such 
as  modeling  or  computer  simulations,  not  generally  supported  by  traditional  research  grants,  may  request  a research 
allowance  of  up  to  $25,000  per  year  for  each  year  of  the  RSDA  award. 

Professional  Income  Other  Than  Salary:  Remuneration  for  clinical  practice,  consultation,  or  other  work  related 
to  the  awardee's  research  program  must  be  assigned  to  the  grantee  institution  and  may  not  be  retained  by  the 
awardee. 

Use  of  PHS  Research  or  Training  Grant  Funds  Freed  by  an  RSDA:  Funds  budgeted  in  an  ADAMHA-supported  research  or 
training  grant  for  the  salaries  or  fringe  benefits  of  individuals,  but  freed  as  a result  of  an  RSDA  award,  may  not 
be  rebudgeted. 

Leaves  of  Absence:  Subject  to  institutional  policy,  a leave  of  absence  (with  continued  salary  support  from  the 
award)  for  the  purpose  of  engaging  in  research  or  career  enhancement  activities  related  to  the  award  may  be 
arranged,  subject  to  prior  approval  of  the  ADAMHA  awarding  component. 

APPLICATION  PROCEDURES 

Prospective  applicants  should  contact  the  relevant  Institute  office  (see  below)  for  a copy  of  the  complete  RFA 
preapplication  consultation,  and  additional  information  regarding  the  application  process.  The  regular  research 
grant  application,  the  most  current  version  of  Form  PHS  398,  (rev.  10/88),  must  be  used  in  applying  for  the  RSDA 
award.  Supplemental  instructions  prepared  especially  for  these  programs  will  be  included  with  the  application  kit 
and  must  be  followed  in  applying.  Application  kits  may  be  obtained  from  institutional  business  offices  or  offices 
of  sponsored  research  at  most  universities,  colleges,  medical  schools,  and  other  major  research  facilities,  and 
from  the  ADAMHA  institute  to  which  the  investigator  intends  to  apply  for  funding,  as  follows: 
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National  Institute  on  Alcohol  Abuse  and  Alcoholism  ( N I AAA ) 

Office  of  Scientific  Affairs 
5600  Fishers  Lane,  Room  16C20 
Rockville,  MD  20857 
Telephone:  (301)  443-4375 

National  Institute  on  Drug  Abuse  (NIDA) 

Office  of  Extramural  Program  Review 
5600  Fishers  Lane,  Room  10-42 
Rockville,  MD  20857 
Telephone:  (301)  443-2755 

National  Institute  of  Mental  Health  (NIMH) 

Division  of  Extramural  Activities 
5600  Fishers  Lane,  Room  9-105 
Rockville,  MD  20857 
Telephone:  (30)1  443-336 7 

The  signed  original  and  six  permanently  legible  copies  of  the  completed  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Applications  received  after  the  receipt  dates  are  subject  to  assignment  to  the  next  review  cycle  or  may  be  returned 
to  the  applicant. 

REVIEW  PROCEDURES  AND  CRITERIA 

Review  procedures  for  RSDA  applications  are  based  on  the  system  of  dual  review:  evaluation  for  scientific  and 
technical  merit  by  an  initial  review  group  (IRG)  consisting  primarily  of  non- Government  technical  and  scientific 
experts,  followed  by  evaluation  for  policy  and  program  relevance  by  the  appropriate  National  Advisory  Council. 
Only  applications  recommended  for  approval  by  the  Council  can  be  considered  for  funding.  Applications  will  be 
reviewed  to  determine  the  candidate's  potential  to  develop  into  and/or  perform  as  an  outstanding  research  scientist. 
Review  criteria  include:  1)  need  for  the  award,  2)  the  candidate's  qualifications,  3)  career  commitment,  4) 
research  plan,  and  5)  research  environment. 

AWARD  PROCEDURES  AND  CRITERIA 

Award  decisions  will  be  made  by  authorized  program  staff  of  the  ADAMHA  Institutes.  The  following  criteria  will 
be  used  in  making  award  decisions:  overall  merit  of  the  proposal  as  determined  by  the  review  committee;  relevance 
of  the  proposal  to  the  research  priorities  of  the  awarding  Institute  and  program  balance;  availability  of  funds. 

INQUIRIES 

For  further  program  information  contact  the  relevant  offices  listed  under  Application  Procedures.  Inquiries 
regarding  grants  management  may  be  directed  to: 

Grants  Management  Section 
Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C21 
Rockville,  MD  20857 
Telephone:  (301)  443-4456 

AUTHORITY  AND  REGULATIONS 

Catalog  of  Federal  Domestic  Assistance  No.  93.271,  93.277,  93.281.  Under  the  authority  of  Section  301  of  the  Public 
Health  Services  Act,  as  amended  (42  U.S.C.),  and  subject  to  the  availability  of  funds,  the  Alcohol,  Drug  Abuse, 
and  Mental  Health  Administration  (ADAMHA)  will  accept  applications  in  response  to  this  announcement  under  receipt 
dates  of  February  1,  June  1,  and  October  1.  Federal  regulations  at  42  CFR  Part  52,  "Grants  for  Research  Projects," 
and  Title  45  CFR  Parts  74  and  92,  generic  requirements  concerning  the  administration  of  grants,  are  applicable  to 
these  awards. 


ADAMHA  RESEARCH  SCIENTIST  AWARD 

PA  AVAILABLE:  PA-91-102 

P.T.  34;  K.W.  0404003,  0404009,  0715095 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

Application  Receipt  Dates:  February  1,  June  1,  October  1 
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INTRODUCTION 


Under  the  authorization  in  the  Public  Health  Service  Act,  Section  301,  as  amended  (42  U.S.C.  241),  the  Institutes 
of  the  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA)  make  Research  Scientist  Awards  (RSAs)  to 
eligible  institutions  for  support  of  named  individuals.  Each  ADAMHA  Institute  has  different  program  goals,  program 
initiatives,  and  resource  constraints;  therefore,  potential  applicants  must  contact  the  appropriate  Institute  office 
listed  herein,  prior  to  preparing  an  application  to  obtain  the  full  Request  for  Applications  (RFA)  and  current 
information  about  that  Institute's  situation  with  regard  to  RSDAs. 

PURPOSE 

The  purpose  of  the  ADAMHA  Research  Scientist  Award  (RSA)  is  to  enable  exceptionally  talented  investigators  who  are 
well-established  in  fields  relevant  to  alcohol,  drug  abuse,  or  mental  health  (ADM)  research  to  engage  in  research 
on  an  essentially  full-time,  long-term  basis.  This  renewable  award  provides  five  years  of  salary  support  for  the 
investigator's  research  and  research-related  activities  and  guarantees  that  the  awardee  will  be  able  to  devote  at 
least  80  percent  of  their  time  to  research  for  the  duration  of  the  award. 

The  RSA  is  part  of  an  integrated  ADAMHA  Scientist  Development  Award  Program  designed  to  foster  the  development  of 
outstanding  scientists  and  enable  them  to  expand  their  potential  for  making  important  scientific  contributions  to 
our  understanding  of  the  ADM  fields.  The  Program  is  made  up  of  three  types  of  Awards:  Scientist  Development  Award 
(K20,  21),  Research  Scientist  Development  Award  (K02),  and  Research  Scientist  Award  (K05).  Together  they  provide 
a continuum  of  support  for  scientists  at  all  stages  of  their  careers.  The  Scientist  Development  Award  is  designed 
for  beginning  scientists  who  need  additional  supervised  research  experience  to  develop  into  excellent  independent 
scientists.  The  Research  Scientist  Development  Award  is  designed  for  fully  trained,  independent  scientists  whose 
careers  are  developing  rapidly.  The  Research  Scientist  Award,  described  here,  is  designed  for  outstanding  senior 
investigators. 

ELIGIBILITY 

Candidates  must  be  nominated  by  non-Federal  public  or  private,  non-profit  or  for-profit  organizations  and 
institutions  engaging  in  ADM  research  and  located  in  the  United  States  or  its  territories  and  possessions. 
Candidates  for  RSA  awards  must  be  citizens  or  noncitizen  nationals  of  the  United  States,  or  have  been  lawfully 
admitted  to  the  United  States  for  permanent  residence  and  have  in  their  possession  an  Alien  Registration  Receipt 
Card  (1-151  or  1-551)  at  the  time  of  application. 

RSAs  are  geared  to  support  persons  with  an  earned  doctorate  degree  who  have  established  a distinguished  record  of 
original  contributions  to  research  in  the  ADM  research  areas.  Awards  will  be  made  to  those  individuals  who  can 
best  demonstrate  the  benefits  provided  by  allowing  them  release  time  to  pursue  research  full-time.  Scientists  who 
hold  a position  with  firm  salary  support  for  full-time  research  (e.g.,  endowed  chairs)  or  whose  primary 
responsibility  is  administrative  (e.g.,  department  chairs  and  deans)  are  not  eligible  for  support  under  this 
program.  ADAMHA  is  interested  in  applications  from  all  wel l -qual i f ied  individuals.  In  particular,  women  and 
minority  candidates  are  encouraged  to  apply. 

PROGRAM  CHARACTERISTICS 

The  essential  elements  of  an  ADAMHA  Research  Scientist  Award  are:  a distinguished  record  of  relevant  research  that 
is,  or  can  be,  directed  toward  ADM  research;  an  individualized,  well-thought-out  plan  for  career  activities 
including  science  education  (e.g.,  the  promotion  and  development  of  young  investigators  and  science  education  in 
grade  schools);  a commitment  on  the  part  of  the  applicant  institution  to  the  continued  support  (including  all  rights 
and  privileges  that  pertain  to  full  faculty  status  and  continuation  of  salary  in  the  event  this  career  award  is 
not  received)  and  development  of  the  RSA  candidate;  and  an  exceptional  research  plan  that  demonstrates  the  ability 
to  conceptualize,  organize,  and  expand  a well-reasoned  program  of  scientific  research.  Documentation  concerning 
each  of  these  essential  elements  must  be  included  in  the  RSA  application. 

Particular  attention  must  be  paid  to  the  supplemental  instructions  that  may  be  obtained  from  the  appropriate 
Institute  office  listed  under  Application  Procedures.  In  addition,  all  potential  candidates  are  encouraged  to 
consult  with  the  appropriate  ADAMHA  Institute  program  staff  for  technical  assistance  in  the  preparation  of  these 
appl i cat  ions. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

In  compliance  with  ADAMHA  policy,  research  supported  by  ADAMHA  grants  and  cooperative  agreements  are  required  to 
include  both  women  and  minorities  in  study  populations  for  clinical  research,  unless  compelling  scientific  or  other 
justification  for  not  including  either  women  or  minorities  is  provided.  All  clinical  research  supported  by  ADAMHA 
is  required  to  address  these  policies.  ADAMHA  funding  components  will  not  fund  RSDA  applications  that  do  not  comply 
with  these  policies. 

TERMS  AND  CONDITIONS  OF  SUPPORT 

RSA  awards  are  to  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy 
Statement  (revised  10/90). 

Individuals  who  receive  salaries  from  RSA  grants  must  devote  full  time  (at  least  80  percent)  to  research  and 
research-related  activities,  including  science  education.  The  salary  proposed  must  be  consistent  with  the 
established  salary  structure  for  full-time,  12-month  staff  appointments  at  the  grantee  institution.  ADAMHA's 
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contribution  to  salary  support  is  geared  to  the  institution's  base  as  follows:  up  to  $45,000,  100  percent  of 
institutional  base;  $45,001  to  $60,000,  $45,000;  $60,001  and  over,  75  percent  of  institutional  base,  up  to  $75,000. 

The  grantee  institution  may  supplement  ADAMHA's  salary  contribution  up  to  a level  that  is  consistent  with  the 
institution's  salary  scale.  Fringe  benefits  are  paid  out  of  grant  funds  in  the  same  proportion  as  the  salary 
contribution.  Practices  related  to  payments  of  fringe  benefits  shall  be  consistent  with  grantee  institution 
policies  and  not  be  altered  for  RSA  awards.  Applicants  may  request  up  to  8 percent  of  direct  costs  for  indirect 
costs.  Indirect  costs  are  not  provided  on  equipment  expenditures. 

Professional  Fees  Other  Than  Salary:  Remuneration  for  clinical  practice,  consultation,  or  other  work  related  to 
the  awardee's  research  program  must  be  assigned  to  the  grantee  institution  and  may  not  be  retained  by  the  awardee. 

Use  of  PHS  Research  or  Training  Grant  Funds  Freed  by  an  RSA:  Funds  budgeted  in  an  ADAMHA- supported  research  or 
training  grant  for  the  salaries  or  fringe  benefits  of  individuals,  but  freed  as  a result  of  a RSA  award,  may  not 
be  rebudgeted. 

Leaves  of  Absence:  Subject  to  institutional  policy,  a leave  of  absence  (with  continued  salary  support  from  the 
award)  for  engaging  in  research  or  career  enhancement  activities  related  to  the  award  may  be  arranged,  subject  to 
prior  approval  of  the  ADAMHA  awarding  component. 

APPLICATION  PROCEDURES 

Prospective  applicants  should  contact  the  relevant  Institute  office  (see  below)  for  a copy  of  the  Program 
Announcement  and  additional  information  regarding  the  application  process.  The  regular  research  grant  application 
Form  PHS  398  (Rev.  10/88)  must  be  used  to  apply  for  the  RSA  award.  Supplemental  instructions  prepared  especially 
for  these  programs  will  be  included  with  the  application  kit  and  must  be  followed  in  applying.  Application  kits 
may  be  obtained  from  institutional  business  offices  or  offices  of  sponsored  research  at  most  universities,  colleges, 
medical  schools,  and  other  major  research  facilities,  and  from  the  ADAMHA  Institute  to  which  the  investigator 
intends  to  apply  for  funding,  as  follows: 

National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA) 

Office  of  Scientific  Affairs 
5600  Fishers  Lane,  Room  16C20 
Rockville,  MD  20857 
Telephone:  (301)  443-4375 

National  Institute  on  Drug  Abuse  (NIDA) 

Office  of  Extramural  Program  Review 
5600  Fishers  Lane,  Room  10-42 
Rockville,  MD  20857 
Telephone:  (301)  443-2755 

National  Institute  of  Mental  Health  (NIMH) 

Division  of  Extramural  Activities 
5600  Fishers  Lane,  Room  9-105 
Rockville,  MD  20857 
Telephone:  (301)  443-3367 

The  signed  original  and  six  permanently  legible  copies  of  the  completed  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Applications  received  after  the  receipt  dates  listed  above  are  subject  to  assignment  to  the  next  review  cycle  or 
may  be  returned  to  the  applicant. 

REVIEW  PROCEDURES  AND  CRITERIA 

Review  procedures  for  RSA  applications  are  based  on  the  dual  review  system  that  includes  evaluation  for  scientific 
and  technical  merit  by  an  initial  revi ew  group  ( IRG)  consi sting  primarily  of  non- Government  techni cal  and  sci ent i f i c 
experts,  followed  by  evaluation  for  policy  and  program  relevance  by  an  appropriate  National  Advisory  Council.  Only 
applications  recommended  by  the  Council  can  be  considered  for  funding. 

Applications  will  be  reviewed  to  determine  the  candidate's  suitability  for  the  award  and  potential  for  continued 
performance  as  an  outstanding  research  scientist.  Review  criteria  include:  1)  benefit  derived  from  the  award, 
2)  the  candidate's  qualifications,  3)  career  commitment,  4)  research  plan,  and  5)  research  environment. 

AWARD  PROCEDURES  AND  CRITERIA 

Award  decisions  will  be  made  by  authorized  program  staff  of  the  ADAMHA  Institutes.  By  law,  only  applications 
recommended  for  approval  by  the  relevant  ADAMHA  Advisory  Council  can  be  considered  for  funding.  The  following 
criteria  will  be  used  in  making  award  decisions:  overall  merit  of  the  proposal  as  determined  by  the  review 
committee;  relevance  of  the  proposal  to  the  research  priorities  of  the  awarding  Institute  and  program  balance; 
availability  of  funds. 
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INQUIRIES 


For  further  program  information  contact  the  relevant  office 
regarding  grants  management  may  be  directed  to: 

Grants  Management  Section 
Grants  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C21 
Rockville,  MD  20857 
Telephone:  (301)  443-4456 


listed  under  Application  Procedures.  Inquiries 


W.UB  R, 


3 1496  00518  8340 


AUTHORITY  AND  REGULATIONS 


Catalog  of  Federal  Domestic  Assistance  No.  93.271,  93.277,  93.281.  Under  the  authority  of  Section  301  of  the  Public 
Health  Service  Act,  as  amended,  (42  U.S.C.  241),  and  subject  to  the  availability  of  funds,  the  Alcohol,  Drug  Abuse, 
and  Mental  Health  Administration  (ADAMHA)  will  accept  applications  in  response  to  this  announcement.  The  receipt 
dates  for  applications  for  the  Research  Scientist  Award  are  February  1,  June  1,  and  October  1.  Federal  regulations 
at  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92,  generic  requirements  concerning 
the  administration  of  grants,  are  applicable  to  these  awards. 

**  THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM  STAFF 
IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS  WHO  USE 
EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR  SHOWING  A STREET  ADDRESS. 
THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  Maryland  20816 
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NOTICES 

HEALTH  AND  SAFETY  GUIDELINES  FOR  GRANTEES  AND  CONTRACTORS  1 

National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

INDEX:  NATIONAL  INSTITUTES  OF  HEALTH;  ALCOHOL,  DRUG  ABUSE,  AND  MENTAL  HEALTH  ADMINISTRATION 

NATIONAL  WORKSHOPS  ON  THE  PROTECTION  OF  HUMAN  SUBJECTS  3 

National  Institutes  of  Health 
Food  and  Drug  Administration 

INDEX:  NATIONAL  INSTITUTES  OF  HEALTH,  FOOD  AND  DRUG  ADMINISTRATION 

NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

BREAST  CANCER  AND  THE  BIRTH  CONTROL  PILL:  CASE-CONTROL  STUDY  OF  PER IMENOPAUSAL  AND  PAST  ORAL 

CONTRACEPTIVE  USE  (FIELD  CENTERS)  (RFP  N I CHD- CRE -91  - 13 ) 4 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

STUDIES  TO  EVALUATE  THE  TOXIC  AND  CARCINOGENIC  POTENTIAL  OF  RETROVIRAL  VECTORS  IN  LABORATORY  ANIMALS 

(RFP  N I H-ES-92- 14 ) 4 

National  Institute  of  Environmental  Health  Sciences 
INDEX:  ENVIRONMENTAL  HEALTH 

CLAUDE  D.  PEPPER  OLDER  AMERICANS  INDEPENDENCE  CENTERS  (RFA  AG-91-13)  5 

National  Institute  on  Aging 
INDEX:  AGING 

ORPHAN  RECEPTORS  IN  ENDOCRINOLOGY  (RFA  DK-92-03)  7 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
INDEX:  DIABETES,  DIGESTIVE,  KIDNEY  DISEASES 

PERINATAL  EMPHASIS  RESEARCH  CENTERS  (RFA  HD-92-04)  9 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 

MINORITY  DISSERTATION  RESEARCH  GRANTS  IN  AGING.  1992  (RFA  AG-91-14)  10 

National  Institute  on  Aging 
INDEX:  AGING 

ONGOING  PROGRAM  ANNOUNCEMENTS 

RESEARCH  ON  LAW  AND  MENTAL  HEALTH  (PA-92-01)  12 

National  Institute  of  Mental  Health 
INDEX:  MENTAL  HEALTH 

RESEARCH  ON  VICTIMS  OF  TRAUMATIC  STRESS  (PA-92-02)  13 

National  Institute  of  Mental  Health 
INDEX:  MENTAL  HEALTH 

RESEARCH  ON  PERPETRATORS  OF  VIOLENCE  (PA-92-03)  15 

National  Institute  of  Mental  Health 
INDEX:  MENTAL  HEALTH 

DRUG  ABUSE  PREVENTION  RESEARCH  CENTERS  (PA-92-04)  16 

National  Institute  on  Drug  Abuse 
INDEX:  DRUG  ABUSE 

MINORITY  HIGH  SCHOOL  STUDENT  RESEARCH  APPRENTICE  PROGRAM  (PA-92-05)  19 

National  Center  for  Research  Resources 
INDEX:  RESEARCH  RESOURCES 

SMALL  GRANTS  FOR  LUNG,  BREAST.  AND  OVARIAN  CANCER  CLINICAL  TRIALS  (PA-92-06)  20 

National  Cancer  Institute 
INDEX:  CANCER 

NOTICES 

HEALTH  AND  SAFETY  GUIDELINES  FOR  GRANTEES  AND  CONTRACTORS 

P.T.  34;  K.W.  1014002,  0725010,  0725020 
National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

This  notice  is  a republication,  with  modifications,  of  previous  issuances  on  this  subject.  It  is  being  reissued 
to  emphasize  its  continuing  importance. 
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Organizations  receiving  grant  or  contract  awards  are  responsible  for  protecting  their  personnel  from  hazardous 
conditions,  while  the  Government,  generally  is  not  legally  liable  for  accidents,  illnesses,  or  liability  claims 
arising  out  of  research  performed  under  its  awards.  The  National  Institutes  of  Health  (NIH)  and  the  Alcohol, 
Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA)  are  nonetheless  concerned  that  a variety  of  hazards  may 
threaten  the  safety  and  health  of  both  laboratory  and  clinical  research  personnel.  Accordingly,  the 
publications  listed  below  are  designed  to  help  identify  potential  hazards  and  inform  awardee  organizations  and 
investigators  of  certain  guidelines  and  standards  that  should  be  considered  in  addressing  particular  health 
and/or  safety  concerns.  It  should  be  noted  that  significant  concerns  about  potentially  hazardous  conditions 
could  result  in  grant  or  contract  funding  delays  until  those  concerns  have  been  resolved  to  the  satisfaction 
of  the  awarding  component. 

1.  Types  of  potential  hazards  to  research  personnel  include  the  following: 

a.  Biohazards  (e.g.,  Human  Immunodeficiency  Virus,  HIV;  other  infectious  agents;  oncogenic  viruses). 

b.  Chemical  hazards  (e.g.,  carcinogens;  chemotherapeutic  agents;  other  toxic  chemicals;  flammable  or  explosive 
materials). 

c.  Radioactive  materials. 

2.  The  following  guidelines  and  standards  contain  information  designed  to  assist  grantees  and  contractors  in 
assessing  potential  hazards  and  providing  a safe  work  environment  for  research  personnel.  Therefore,  depending 
upon  the  particular  safety  hazard  at  issue,  one  or  more  of  these  documents  should  be  consulted  by  grantees  or 
contractors.  (Items  a through  h). 

a.  Biosafety  in  Microbiological  and  Biomedical  Laboratories,  U.S.  Department  of  Health  and  Human  Services, 
Centers  for  Disease  Control  and  the  National  Institutes  of  Health,  HHS  Publication  No.  (CDC)  88-8395. 

b.  Recommendations  for  Prevention  of  HIV  Transmission  in  Health-Care  Settings.  Morbidity  and  Mortality  Report, 
August  21,  1987,  Vol.  35,  No.  2S. 

c.  Update:  Universal  Precautions  for  Prevention  of  Transmission  of  Human  Immunodeficiency  Virus,  Hepatitis  B 
Virus,  and  Other  Bloodborne  Pathogens  in  Health-Care  Settings.  Morbidity  and  Mortality  Weekly  Report,  June  24, 
1988,  Vol.  37,  No.  24. 

d.  NIH  Guidelines  for  the  Laboratory  Use  of  Chemical  Carcinogens,  NIH  Publication  No.  81-2385. 

Single  copies  of  the  above  documents  (Items  a through  d)  may  be  obtained  from: 

Division  of  Safety  (9/91) 

Office  of  Research  Services 
National  Institutes  of  Health 
Building  31,  Room  1C02 
Bethesda,  MD  20892 

Additional  copies  to  be  purchased  at  a cost  of  $3. 75/copy  through: 

Government  Printing  Office 
Superintendent  of  Documents 
Washington,  DC  20402 
Stock  # 17-40-508-3 

e.  Guidelines  for  Research  Involving  Recombinant  DNA  Molecules  (49  FR  46266  or  latest  revision)  and 
Administrative  Practices  Supplement.  These  guidelines  may  be  obtained  from:  Office  of  Recombinant  DNA 
Activities,  National  Institutes  of  Health,  Building  31,  Room  4B11,  Bethesda,  MD  20892. 

f.  Procedures  for  the  Domestic  Handling  and  Transport  of  Diagnostic  Specimens  and  Etiologic  Agents,  National 
Committee  for  Clinical  Laboratory  Standards,  July  17,  1985,  Vol.  5,  No.  1.  These  procedures  may  be  obtained 
from:  National  Committee  for  Clinical  Laboratory  Standards,  771  East  Lancaster  Avenue,  Villanova,  PA  19085. 

g.  Standards  issued  pursuant  to  the  National  Occupational  Safety  and  Health  Act  of  1970  (29  CFR  Part  1910). 

Copies  may  be  obtained  from: 

Occupational  Safety  and  Health  Administration 
National  Training  Institute  Building 
1555  Times  Drive 
Des  Plaines,  I l 60018 

h.  Standards  issued  pursuant  to  the  Atomic  Energy  Act  of  1954  (42  USC  2021).  Contact  Regional  Office  of  Nuclear 
Regulatory  Commission. 

The  following  materials  also  are  recommended  and  may  be  purchased  from: 

National  Academy  Press 

2102  Constitution  Avenue,  N.W. 

Washington,  DC  20418 

A.  Prudent  Practices  for  Handling  Hazardous  Chemicals  in  the  Laboratory.  Price  $19.95 
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B.  Prudent  Practices  for  the  Disposal  of  Chemicals  from  the  Laboratory.  Price  $19.95 

C.  Biosafety  in  the  Laboratory:  Prudent  Practices  for  Handling  and  Disposal  of  Infectious  Materials.  Price 
$29.95 

3.  Identification  of  Hazards 

a.  Preaward 

Grant  and  cooperative  agreement  (hereafter  will  be  referred  to  grant(s))  applications  and  contract  proposals 
posing  special  hazards  typically  are  identified  in  the  review  process,  but  such  concerns  can  formally  be 
expressed  by  agency  staff  or  consultants  at  any  time  prior  to  award.  If  these  hazards  are  not  addressed,  the 
awarding  component  must  ascertain  how  the  special  hazards  will  be  handled  or  the  grant/contract  funding  could 
be  delayed  until  the  matter  has  been  resolved  to  the  satisfaction  of  the  awarding  component. 

b.  Postaward 

Grant  Mechanism:  The  grantee  must  inform  the  awarding  component  of  the  nature  and  extent  of  the  hazard,  as  well 
as  the  corrective  action(s)  taken  or  planned  to  prevent  future  occurrence.  If  the  hazard  is  not  adequately 
controlled,  it  may  create  a danger  and  adversely  impact  the  activities  being  funded  so  that  it  impinges  upon 
progress,  efficient  and  effective  management  of  resources,  and  research  findings.  The  adverse  impact  may  cause 
the  grantee  to  materially  fail  to  comply  with  the  terms  of  the  grant.  This  may  lead  the  awarding  office  to  take 
postaward  action,  including  suspension  or  termination  of  the  grant,  in  order  to  resolve  the  situation.  (See 
45  CFR  74.113  et  seq.  and  the  appeal  rights  set  forth  in  42  CFR  Part  50,  subpart  D and  45  CFR  Part  16) 
Postaward  action  also  may  be  necessary  if  the  application  had  addressed  the  issue  of  special  hazards  but  the 
grantee  does  not  adequately  control  the  special  hazards  as  was  indicated  in  the  application. 

Contract  Mechanism:  Special  hazards  that  are  identified  after  an  award  is  made  may  lead  to  suspension  or 
termination  of  work  under  the  contract  pending  corrective  action  by  the  contractor.  (See  48  CFR  12.5  concerning 
contract  "stop  work"  orders  and  the  Clause  at  48  CFR  Part  PHS  352.223-70,  Safety  and  Health  (APR  1984). 


NATIONAL  WORKSHOPS  ON  THE  PROTECTION  OF  HUMAN  SUBJECTS 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  sponsoring  a series  of 
workshops  on  the  responsibilities  of  researchers,  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest 
in  research  involving  human  subjects.  The  meetings  should  be  of  special  interest  to  those  persons  currently 
serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these  workshops  are  relevant  to 
all  other  Public  Health  Service  agencies.  The  current  schedule  includes  the  following: 

NORTH  MIDWESTERN  WORKSHOP 

DATES:  October  17  and  18,  1991 

WORKSHOP  SITE: 

Westin  Hotel 
Renaissance  Center 
Detroit,  MI 

Telephone:  (313)  568-8000 
SPONSORS: 

Children's  Hospital  of  Michigan 
3901  Beaubien  Blvd. 

Detroit,  MI  48201 

Wayne  State  University 
4237  Scott  Hall 
Detroit,  MI  48201 

REGISTRATION  CONTACT: 

Mr.  Jerome  Wi lezynski 
Vice  President  for  Operations 
Children's  Hospital  of  Michigan 
3901  Beaubien  Blvd. 

Detroit,  MI  48201 
Telephone:  (313)  745-5450 

TOPIC:  Protection  of  Human  Subjects  in  Research:  The  Vulnerable  Patient 
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For  further  information  regarding  these  workshops  and  future  NIH/FDA  National  Protection  of  Human  Subjects 
Workshops,  please  contact: 

Ms.  Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockville  Pike 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


BREAST  CANCER  AND  THE  BIRTH  CONTROL  PILL:  CASE-CONTROL  STUDY  OF  PER  I MENOPAUSAL  AND  PAST  ORAL  CONTRACEPTIVE  USE 

(FIELD  CENTERS) 

RFP  AVAILABLE:  NI CHD-CRE-91 - 13 

P.T.  34;  K.W.  0715035,  0750020,  0785140,  0785055 

National  Institute  of  Child  Health  and  Human  Development 

The  Contraceptive  and  Reproductive  Evaluation  Branch  of  the  Center  for  Population  Research,  National  Institute 
of  Child  Health  and  Human  Development  (NICH),  requires  information  on  the  relationship  between  oral 
contraceptives  and  breast  cancer  among  women  in  the  age  range  of  40-64  years.  The  NICHD  is  seeking 
organizations  capable  of  serving  as  Field  Centers  for  a population-based,  multi-center,  concurrent  case-control 
study  of  breast  cancer  and  oral  contraceptives.  Each  Field  Center  (five  to  seven  awards  are  anticipated)  must 
be  capable  of  designing  and  conducting  an  epidemiologic  study  that  will  recruit  a minimum  of  750  cases  of  breast 
cancer  among  women  in  the  age  range  of  40-64  years,  obtain  reproductive,  medical  and  family  histories,  and 
retrieve  pathology  material.  There  will  be  an  opportunity  for  biological  specimen  collection  and  in-depth 
pathology  review. 

Offerors  must  have  expertise  in  contraceptive  epidemiology  and  large  collaborative  case-control  studies. 
Emphasis  will  be  placed  on  the  ability  of  the  offeror  to  recruit  adequate  numbers  of  subjects.  Additional 
consideration  will  be  given  to  Field  Center  offerors  having  expertise  in  clinical  pathology  and  laboratory 
management.  The  Government  estimates  the  effort  at  each  Field  Center  to  be  approximately  22  technical 
staff-years  over  a performance  period  of  six  years. 

This  announcement  is  not  a Request  for  Proposals  (RFP).  The  RFP  will  be  issued  on  or  about  October  1,  1991. 
Proposals  will  be  due  approximately  120  days  thereafter.  Copies  of  the  RFP  may  be  obtained  by  sending  a written 
request  to  the  address  listed  below.  Please  enclose  a self-addressed  label.  Requests  may  also  be  made  by  FAX 
Telephone  on  (301)  402-0915. 

Paul  J.  Duska,  Contracting  Officer 
Contracts  Management  Branch,  OGC 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  610 
9000  Rockville  Pike 
Bethesda,  MD  20892-9903 


STUDIES  TO  EVALUATE  THE  TOXIC  AND  CARCINOGENIC  POTENTIAL  OF  RETROVIRAL  VECTORS  IN  LABORATORY  ANIMALS 

RFP  AVAILABLE:  NIH-ES-92-14 

P.T.  34;  K.W.  1007009,  0715035,  1002045,  1002002,  0755010,  0760053 
National  Institute  of  Environmental  Health  Sciences 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS),  National  Institutes  of  Health  (NIH),  is 
soliciting  proposals  from  offerors  having  the  capability  to  conduct  studies  to  evaluate  the  toxic  and 
carcinogenic  potential  of  retroviral  vectors  in  laboratory  animals  for  the  National  Toxicology  Program  (NTP). 
This  project  will  be  separated  into  two  phases:  In  Phase  1 the  resources  of  the  contractor  will  be  used  to 
demonstrate  proficiency  in  the  preparation  of  frozen  histological  sections  and  in  the  performance  of  the  X-gal 
assay  prior  to  beginning  the  prechronic  studies.  The  prechronic  studies  will  determine  what  exposure  regimen 
maximizes  the  probability  of  vector  insertion  and  evaluate  methods  of  monitoring  for  the  presence  of 
vector-derived  DNA  in  selected  tissues.  The  Phase  2 project  is  optional  and  will  only  be  conducted  after 
results  from  Phase  1 have  been  evaluated  and  approval  to  proceed  has  been  granted  by  the  NTP.  The  chronic  study 
will  evaluate  the  carcinogenic  potential  associated  with  random  insertion  of  a retroviral  vector  into  cellular 
DNA  of  organs  and  tissues  of  F344  rats  and  B6C3F1  mice.  The  Government  will  determine  at  the  end  of  Phase  1 
whether  Phase  2 studies  will  use  weanlings  or  will  require  the  breeding  of  neonates.  The  Government  estimates 
that  the  Phase  1 portion  of  the  project  will  last  approximately  21  months,  including  review  time,  and  will 
require  approximately  2,841  senior  professional  manhours,  3,041  professional  manhours,  and  13,480  technical 
manhours.  Phase  2,  if  approved,  will  have  a duration  of  approximately  37  1/2  months  and  will  require 
approximately  2,700  senior  professional  manhours,  3,000  professional  manhours,  and  24,650  technical  manhours. 
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If  breeding  neonates  is  required,  the  Government  estimates  that  Phase  2 will  require  one  additional  month  and 
130  senior  professional  manhours,  130  professional  manhours,  and  850  technical  manhours  in  addition  to  the  Phase 
2 estimates  cited  above.  An  option  for  Phase  2 will  be  included  in  the  contract.  It  is  expected  that  one 
contract  will  be  awarded  for  a 21  month  period,  with  an  option  for  38  1/2  months. 

The  Request  for  Proposals  (RFP)  will  be  released  on  or  about  October  8,  1991,  and  proposals  due  to  be  received 
December  3,  1991.  All  responsible  sources  may  submit  a proposal  that  shall  be  considered  by  the  Agency. 

Requests  for  the  RFP  must  reference  RFP  NIH-ES-92-14  and  must  be  forwarded  to: 

National  Institute  of  Environmental  Health  Sciences 
Contracts  and  Procurement  Management  Branch,  OM 
ATTN:  Mr.  Donald  Gula,  Contract  Specialist 
79  T.W.  Alexander  Drive,  4401  Research  Commons  Building 
P.O.  Box  12874 

Research  Triangle  Park,  NC  27709 
Telephone:  (919)  541-7893 


CLAUDE  D.  PEPPER  OLDER  AMERICANS  INDEPENDENCE  CENTERS 

RFA  AVAILABLE:  AG-91-13 
P.T.  34;  K.W.  0710010,  0408006 
National  Institute  On  Aging 

Letter  of  Intent  Receipt  Date:  February  1,  1992 
Application  Receipt  Date:  April  1,  1992 

PURPOSE 

Millions  of  older  Americans  suffer  from  loss  of  abilities  needed  to  live  fully  independently.  Loss  of 
independence  imposes  enormous  personal  and  financial  burdens  on  older  persons  and  their  families.  Dependence 
is  not  inevitable  in  old  age.  It  results  from  disabling  conditions  that  are  potentially,  if  not  currently, 
preventible  or  reversible.  The  development  and  testing  of  interventions  to  reduce  disability  and  increase 
independence  thus  offers  immense  benefits  and  potential  savings  in  health  care  costs.  In  response  to  this  need, 
Congress  amended  the  Public  Health  Service  Act  in  1990  to  authorize  the  establishment  of  Claude  D.  Pepper  Older 
Americans  Independence  Centers  (OAICs).  The  overall  goals  of  the  OAIC  program  are:  to  develop  and  test 
interventions  to  increase  or  maintain  abilities  needed  for  independence  of  older  persons  and  to  train 
researchers  capable  of  leading  and  conducting  research  programs  in  the  above  activities. 

ELIGIBILITY  REQUIREMENTS 

Only  U.S.  organizations  are  eligible  to  apply.  Applications  may  be  submitted  by  for-profit  or  nonprofit 
organizations,  public  or  private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or 
local  governments,  and  eligible  agencies  of  the  Federal  Government.  Applications  from  minority  individuals  and 
women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Older  Americans  Independence  Centers  will  be  supported  through  comprehensive  center  grants  (P60). 

FUNDS  AVAILABLE 

The  total  costs  (direct  plus  indirect)  requested  per  application  for  the  first  year  may  not  exceed  $1,100,000. 
Plans  are  to  make  up  to  two  awards  depending  upon  availability  of  funds.  Up  to  $2.0  million  (total  cost)  for 
first-year  expenses  will  be  committed  in  Fiscal  Year  1992  to  fund  applications  submitted  in  response  to  this 
Request  for  Applications  (RFA),  subject  to  receipt  of  high-quality  applications,  and  availability  of  funds. 

Additional  approved  expenses  for  up  to  five  years  may  be  requested. 

RESEARCH  OBJECTIVES 

OAICs  will  support: 

INTERVENTION  STUDIES:  These  studies  are  the  major  research  components  of  OAICs.  At  least  one  approved 
intervention  research  project  is  required  for  approval  of  an  OAIC.  Proposed  intervention  studies  must  test 
efficacy  of  interventions  to  prevent  or  ameliorate  functional  impairments  contributing  to  loss  of  independence. 
CENTRAL  IN  THE  EVALUATION  OF  THESE  STUDIES  WILL  BE  THE  ADEQUACY  AND  APPROPRIATENESS  OF  THE  PLANS  FOR  MEASUREMENT 
OF  CHANGES  IN  FUNCTIONAL  STATUS.  Each  proposed  intervention  study  must  also  include  planned  investigations  of 
mechanisms  underlying  effects  (or  lack  of  effects)  of  the  intervention  on  functional  status,  factors  affecting 
recruitment  into  the  study  and  participants'  compliance  once  enrolled,  and  cost-  effectiveness  and  effects  on 
health  care  utilization  of  the  intervention(s)  tested. 

Examples  of  study  topics  include:  interventions  to  prevent  or  reduce  frailty  and  physical  performance 

disabilities,  cognitive  disability,  affective  disorders,  and  sensory  disabi l i ties,  and/or  comorbidity  associated 
with  these  conditions;  to  reduce  risk  of  disabling  events  such  as  hip  fractures  and  strokes,  and  impairments 
following  these  events;  to  prevent  or  reduce  disabilities  in  complex  functions  involving  combined  motor. 
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sensory,  and  cognitive  performance;  disabling  side  effects  from  medication  use;  temporary  disability  from 
exacerbation  or  complications  of  chronic  diseases  of  older  persons;  disabling  sequelae  of  menopause  and 
associated  estrogen  deficiency;  and  combined  intervention  strategies  to  prevent  or  ameliorate  disabilities  in 
older  persons  with  multiple  impairments. 

INTERVENTION  DEVELOPMENT  STUDIES:  OAICs  will  also  support  intervention  development  studies  to  identify, 
develop,  or  refine  potential  interventions  to  preserve  or  increase  independence.  Types  of  such  studies  include 
preliminary  tests  of  therapies  to  test  their  effects  on  physiologic  and/or  behavioral  factors  known  to  affect 
functional  status  and  studies  to  identify  or  confirm  reversible  or  preventible  risk  factors  for  disability 
and/or  disabling  events.  Large-scale  epidemiologic  studies  are  outside  the  scope  of  this  RFA. 

RESEARCH  RESOURCES  CORES:  Applicants  may  request  core  resource  support  to  enhance  the  quality  of  OAIC  research 
projects,  i.e..  Intervention  Studies,  intervention  development  studies  and  pilot  research  projects. 

RESEARCH  DEVELOPMENT  CORE:  This  core  will  provide  salary  and  other  support  for  junior  faculty  and  research 
associates  to  acquire  abilities  in  all  phases  of  research  to  develop  interventions  to  enhance  independence, 
including  clinical  trials,  studies  of  mechanisms  of  treatment  response,  and  cost-effectiveness/health  care 
utilization  studies.  The  Research  Development  Core  will  also  support  pilot  research  projects  on  topics  related 
to  the  activities  of  the  OAIC. 

DEMONSTRATION  AND  INFORMATION  DISSEMINATION  PROJECTS:  OAICs  must  include  activities  to  translate  findings  from 
their  research  into  health  care  practice. 

LEADERSHIP/ADMINISTRATIVE  CORE:  Applicants  may  request  funds  for  the  OAIC  Director,  OAIC  Administrator,  and 
support  staff.  The  OAIC  Director  must  be  a scientist  who  can  provide  effective  administrative  and  scientific 
leadership  and  coordination  with  OAIC  Intervention  Studies.  An  OAIC  Administrator  who  will  assist  the  Director 
in  managing  the  Center,  addressing  issues  of  fiscal  management  and  compliance  with  institutional,  PHS,  NIH,  and 
NIA  policies,  must  be  identified. 

STUDY  POPULATIONS 

It  is  NIH  policy  that  women  and  minorities  must  be  included  in  clinical  study  populations  unless  there  is  a good 
reason  to  exclude  them,  and  the  study  design  must  seek  to  identify  any  pertinent  gender  or  minority. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  that  fail  to 
comply  with  this  policy  will  be  returned  without  review.  Gender  and  racial/ethnic  issues  should  be  addressed 
in  developing  a research  design  and  sample  size  appropriate  for  the  scientific  objectives  of  the  study.  This 
information  should  be  summarized  in  Section  2 E,  Human  Subjects. 

APPLICATION  PROCEDURES 

The  applicant  must  submit  the  application  using  PHS  398  (revised  10/88),  following  the  OAIC  (P60)  Guidelines 
that  are  available  by  contacting  Dr.  Slater  at  the  address  below.  Application  kits  containing  this  form  and 
the  necessary  general  instructions  are  available  in  most  institutional  business  offices  and  may  be  obtained  from 
the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  NIH  (telephone  (301)  496-7441). 

LETTER  OF  INTENT 

If  an  investigator  is  satisfied  that  his/her  institution  is  eligible  and  elects  to  apply  for  an  OAIC  grant,  a 
letter  of  intent  is  requested  (but  not  required)  to  be  submitted  to  the  Geriatrics  Program  at  the  address  given 
below.  The  letter  of  intent  consists  of  the  name  of  the  OAIC  Director  and  Principal  Investigators  and  the 
titles  of  the  major  research  projects  and  cores  proposed.  Although  a letter  of  intent  is  not  required,  is  not 
binding,  and  does  not  enter  into  the  review  of  subsequent  applications,  it  provides  an  indication  of  the  number 
and  scope  of  the  applications  to  be  reviewed.  The  letter  of  intent  is  to  be  submitted  by  February  1,  1992. 

INQUIRIES 

The  RFA  may  be  requested  in  writing  and  by  telephone.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Stanley  L.  Slater,  M.D. 

Geriatrics  Program 
National  Institutes  of  Health 
National  Institute  on  Aging 
Building  31,  Room  5C27 
Bethesda,  MD  20892 
Telephone:  (301)  496-6761 
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Direct  inquiries  regarding  fiscal  matters  to: 


Barbara  Cunningham 

Grants  and  Contracts  Management  Office 
National  Institutes  of  Health 
National  Institute  on  Aging 
Building  31,  Room  5C07 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.866.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-  158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


ORPHAN  RECEPTORS  IN  ENDOCRINOLOGY 

RFA  AVAILABLE:  DK-92-03 

P.T.  34;  K.W.  0785050,  0760075,  1002004,  1002008,  0710100,  1002061 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  December  15,  1991 
Application  Receipt  Date:  January  24,  1992 

PURPOSE 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  announces  the  availability  of  a 
Request  for  Applications  (RFA)  for  investigator-initiated  research  grant  applications  to  elucidate  ligands  and 
mechanisms  of  action  for  previously  unclassified  (orphan)  receptors. 

BACKGROUND 

The  advent  and  general  applicability  of  molecular  cloning  strategies  and  technologies  has  enabled  the 
identification  and  sequencing  of  numerous  receptors  for  hormones,  growth  factors,  and  cytokines.  The  ability 
to  use  "consensus"  sequences  derived  from  known  receptor  sequences  in  Polymerase  Chain  Reaction  (PCR)-based 
cloning  protocols  has  resulted  in  the  isolation  of  an  additional  large  pool  of  putative  receptors  for  which  no 
known  ligand(s)  has  as  yet  been  identified.  The  high  degree  of  conservation  of  many  of  these  putative  receptor 
sequences  through  evolution  suggests  the  continued  function  of  these  molecules  in  some  aspect  of  signal 
transduction  or  cell  communication  in  higher  organisms.  Further  investigation  of  receptor  structure,  including 
domain  organization  may  serve  to  elucidate  potential  mechanisms  of  action  and  help  to  reveal  ligand 
specificities  and  serve  to  increase  our  understanding  of  the  diversity  in  structural  and  cellular  responses  that 
result  from  hormonal  action  in  cells  and  tissues. 

OBJECTIVES 

This  solicitation  is  intended  to  address  a key  new  issue  in  molecular  endocrinology  that  has  resulted  from  the 
application  of  emerging  new  gene  cloning  technologies.  It  is  anticipated  that  this  research  will  result  in 
identification  of  potentially  important  biologic  effector  molecules  and  new  understandings  of  signal 
transduction  through  hormone/ l i gand  receptors  with  subsequent  impact  on  knowledge  of  mechanisms  of  cell 
regulation. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

ELIGIBILITY 

Applications  for  research  grants  may  be  made  by  public  and  private,  foreign  and  domestic,  for-profit  and  non- 
profit organizations,  such  as  universities,  colleges,  hospitals  and  laboratories,  units  of  State  or  local 
governments,  and  authorized  units  of  the  Federal  Government.  Women  and  minority  investigators  are  encouraged 
to  apply. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  program  will  be  the  grant-in-aid  via  the  research  project  grant  (ROD.  The 
regulations  and  policies  that  govern  the  research  grant  programs  of  the  National  Institutes  of  Health  will 
prevail.  Up  to  $1  million  for  first-year  expenses,  and  additional  approved  expenses  for  up  to  five  years,  will 
be  committed  to  fund  applications  submitted  in  response  to  this  RFA.  It  is  anticipated  that  approximately  five 
to  six  awards  may  be  made.  In  order  for  the  NIDDK  to  adhere  to  prudent  principles  of  cost-containment, 
requested  direct  costs  may  not  exceed  $135,000. 
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METHOD  OF  APPLYING 


Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88),  that  is  available  from  an  applicant  institution's 
Office  of  Sponsored  Research  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National 
Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  496-7441.  Use  the 
conventional  format  for  research  project  grant  applications. 

Letter  of  Intent 

Applicants  are  requested  to  submit  by  December  15,  1991,  a letter  of  intent  that  includes  the  name  and  address 
of  the  Principal  Investigator,  the  name  and  address  of  any  other  key  investigator(s),  and  other  participating 
institutions.  Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review 
of  subsequent  applications,  it  provides  an  indication  of  the  number  and  scope  of  the  applications  to  be 
reviewed.  The  letter  of  intent  is  to  be  sent  to: 

Chief,  Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  406 
Bethesda,  MD  20892 

REVIEW  PROCEDURES  AND  CRITERIA 

Assignment  of  applications 

Applications  will  be  received  by  the  NIH,  Division  of  Research  Grants  (DRG).  Responsive  applications  will  be 
assigned  to  a special  peer  review  group  by  the  NIDDK.  Following  review  by  the  initial  review  group,  the 
applications  will  be  considered  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases  Advisory  Council. 
Since  it  has  been  postulated  that  'orphan  receptors'  play  a key  role  in  mediating  the  toxic  effects  of  some 
environmental  chemicals,  specifically  those  for  which  no  direct  biochemical  mechanisms  can  be  found  to  explain 
the  toxicities,  applications  proposing  to  study  these  agents  and  their  interactions  in  this  context  could 
possibly  be  assigned  to  the  NIEHS  as  research  grant  applications  responsive  to  Program  Announcement  PA-91-85, 
"Role  of  Xenobiotic  Receptors  in  Toxicology,"  NIH  Guide  for  Grants  and  Contracts  (Vol.  20,  No.  31),  August  16, 
1991.  The  Referral  Branch,  DRG,  will  apply  standard  referral  guidelines  in  determining  final  disposition  of 
such  grants. 

Review  criteria 

Applications  in  response  to  this  solicitation  will  be  reviewed  using  the  NIH  peer  review  procedures  and  criteria 
as  applied  to  investigator- ini tiated  research  grant  applications. 

INQUIRIES 

It  is  essential  that  prospective  applicants  study  the  text  of  this  RFA  before  developing  an  application.  The 
RFA  may  be  obtained  from: 

Ronald  N.  Margolis,  Ph.D. 

Director,  Endocrinology  Research  Program 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  605 

Bethesda,  MD  20892 

Telephone:  (301)  496-7504 

Questions  concerning  the  proposed  budgets  of  applications  are  to  be  directed  to: 

Bruce  Butrum 

Grants  Management  Specialist 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649D 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.847,  Diabetes,  Endocrinology,  and 
Metabolic  Diseases.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, 
Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal 
Regulation  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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PERINATAL  EMPHASIS  RESEARCH  CENTER 


RFA  AVAILABLE:  HD-92-04 

P.T.  04;  K.W.  0710030,  0775020,  0775025,  0411005,  0755030,  1002061 

National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  November  10,  1991 
Application  Receipt  Date:  February  10,  1992 

PURPOSE 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  announces  the  availability  of  a Request 
for  Applications  (RFA)  from  current  members  of  the  Perinatal  Emphasis  Research  Centers  (PERC)  program 
(competitive  continuation  applications)  and  from  prospective  members  (new  applications)  with  the  objective  of 
encouraging  investigators  to  develop  multidisciplinary  research  efforts  that  will  advance  knowledge  about 
diseases  and  disorders  of  pregnancy  and  infancy.  These  grants  are  for  the  support  of  hypothesis-testing 
research  efforts;  they  are  not  intended  to  support  service,  survey,  or  demonstration  projects.  PERCs  are 
organized  around  problem/need  themes  and  are  established  where  research  can  be  coordinated  with  existing 
programs  of  health  care  to  ensure  the  rapid  assimilation  of  new  scientific  knowledge  into  health  care  delivery. 
Active  PERCs  are  addressing  issues  in  high-risk  pregnancies  (diabetes,  hypertension),  prevention  of  prematurity, 
fetal  hypoxia,  and  intrauterine  growth  retardation. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  Request  For  Applications 
(RFA),  Perinatal  Emphasis  Research  Centers,  is  related  to  the  priority  area  of  maternal  and  infant  health. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

RESEARCH  OBJECTIVES 

A PERC  grant  promotes  and  supports  multidisciplinary  research  efforts  with  the  aim  of  improving  pregnancy 
outcome  and  ensuring  infant  survival  and  well-  being.  Clinical  studies  may  include  etiologic  mechanisms, 
improvement  of  diagnostic  techniques,  and  various  aspects  of  prevention  and  management.  All  investigative 
approaches  may  be  used,  from  molecular  biology  to  cellular,  organ,  or  whole  organism  physiology  and  clinical 
evaluations.  Supported  research  may  be  carried  out  in  experimental  animals.  A minimum  of  one  subproject  must 
address  issues  in  patients.  Some  of  the  research  areas  are:  high-risk  pregnancies,  intrauterine  growth 
retardation,  perinatal  toxicology  and  pharmacology,  initiation  of  labor,  neonatal  disorders,  and  infant  sleep 
as  it  relates  to  sudden  infant  death  syndrome. 

MECHANISM  OF  SUPPORT 

PERC  grants  (P-50)  will  be  supported  through  the  customary  grant-in-aid  mechanism.  Review  of  applications  and 
management  of  grants  will  be  subject  to  applicable  policies  for  NIH  research  center  P-50  grants.  The  P-50  is 
an  institutional  award,  made  in  the  name  of  a Principal  Investigator,  and  awarded  competitively.  It  provides 
support  for  both  research  projects  and  the  core  services  used  by  those  projects.  It  is  expected  that  up  to  five 
awards  will  be  made  as  the  result  of  this  announcement  (three  awards  in  the  area  of  perinatology  and  two  in  the 
area  of  infant  sleep).  Awards  will  be  made  initially  for  a five-year  period  with  an  option  for  renewal. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

METHOD  OF  APPLYING 

Letter  of  Intent:  Potential  applicants  are  strongly  encouraged  (but  not  required)  to  submit  a letter  of  intent 
to  the  Chief  of  the  Pregnancy  and  Perinatology  Branch.  The  letter  of  intent,  includes  a descriptive  title, 
names  and  institutions  of  the  Principal  Investigators  of  the  individual  projects.  Such  letters  are  requested 
for  the  purpose  of  obtaining  an  indication  of  the  number  and  scope  of  applications  to  be  received.  A letter 
of  intent  is  not  binding,  is  not  a requirement  of  submission,  and  does  not  enter  into  the  review  of  the 
application. 

An  application  must  be  prepared  using  research  grant  application  form  PHS  398  (rev.  10/88)  following  both  the 
form  PHS  398  instructions  and  the  NICHD  Center  Guidelines.  Appropriate  human  subject  and  animal  welfare 
documentation  must  be  submitted  before  the  review. 

This  announcement  indicates  plans  by  NICHD  to  make  five  awards  in  fiscal  year  1993  (three  in  perinatal  medicine, 
and  two  in  infant  sleep).  The  original  and  four  copies  of  the  application  are  due  in  the  Division  of  Research 
Grants  on  or  before  February  10,  1992.  Late  or  incomplete  applications  will  be  returned.  Instructions  in  the 
PHS  398  (rev.  10/88)  grant  application  kit  must  be  followed,  and  the  RFA  label  (supplied  in  the  application  kit) 
must  be  attached  to  the  bottom  of  the  face  page  of  the  original  grant  application  and  placed  on  top  of  the 
entire  package.  Applications  must  be  identified  by  checking  the  "Yes"  box  in  Item  1 and  typing  in  the  words 
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"RFA-HD-92-04  PERINATAL  EMPHASIS  RESEARCH  CENTER"  in  Item  2 on  the  front  page  of  the  grant  application  form. 
The  original  and  four  copies  of  the  application  must  be  mailed  or  delivered  to: 

Applications  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Two  copies  of  the  application  also  must  be  sent  to: 

Laurance  S.  Johnston,  Ph.D. 

Acting  Director 

Division  of  Scientific  Review,  NICHD 
Executive  Plaza  North  Bldg.,  Room  520 
6130  Executive  Boulevard 
Rockville,  MD  20892 

INQUIRIES 

Applicants  may  request  a copy  of  the  NICHD  Center  Guidelines  and  the  full  RFA  from: 

Dr.  Charlotte  Catz,  Chief 

Pregnancy  and  Perinatology  Branch 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

National  Institutes  of  Health 

Executive  Plaza  North  Building,  Room  643 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-5575 

The  full  RFA  is  also  available  on  the  electronic  version  of  the  NIH  Guide,  the  E-Guide. 

Inquiries  regarding  grants  management  and  administrative  policy  may  be  directed  to: 

Mr.  Douglas  Shawver 

Supervisory  Grants  Management  Specialist 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North  Building,  Room  505 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.965,  Research  for  Mothers  and 
Children.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Sections  1004,  301,  and 
444,  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This 
program  is  not  subject  to  A-95  Clearinghouse  or  Health  Systems  Agency  review. 


MINORITY  DISSERTATION  RESEARCH  GRANTS  IN  AGING.  1992 

RFA  AVAILABLE:  RFA  AG-91-14 

P.T.  34,  FF;  K.W.  0710010,  0720005 

National  Institute  on  Aging 

Application  Receipt  Date:  December  20,  1991 

Small  grants  (R03)  to  support  doctoral  dissertation  research  will  be  available  in  1992  for  underrepresented 
minorities'.  Grant  support  is  designed  to  aid  the  research  of  new  minority  investigators  and  to  encourage 
individuals  from  a variety  of  academic  disciplines  and  programs  to  study  problems  in  aging.  Specific  research 
topics  should  be  discussed  with  the  National  Institute  on  Aging  (NIA).  The  interests  of  the  programs  are  given 
in  the  full  RFA.  Dissertation  research  grants  will  be  administered  in  accordance  with  the  U.S.  Code  Annotated, 
Title  42,  Part  B,  Section  284. 

'Underrepresented  minority  investigators  are  defined  as  individuals  belonging  to  a particular  ethnic  or  racial 
group  that  has  been  determined  by  the  grantee  institution  to  be  underrepresented  in  biomedical  and  behavioral 
research.  NIA  will  give  priority  to  projects  from  Af rican-Americans,  Native  Americans,  Hispanics,  Pacific 
Islanders  and  other  ethnic  or  racial  group  members  who  have  been  found  to  be  underrepresented  in  geriatric  and 
gerontology  research  nationally. 

ELIGIBILITY 

The  applicant  investigator  applying  for  a dissertation  research  grant  must  be  a minority  individual  enrolled 
in  an  accredited  doctoral  degree  program  in  the  biomedical,  social,  or  behavioral  sciences  and  must  have 
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approval  of  the  dissertation  proposal  by  a named  committee.  All  requirements  for  the  doctoral  degree  other  than 
the  dissertation  must  be  completed  by  the  time  of  the  award. 

The  applicant  institution  must  be  a domestic  one  and  it  will  administer  the  grant  on  behalf  of  the  proposed 
investigator.  Individuals  must  at  the  time  of  application  be  citizens  or  non-citizen  nationals  or  have  been 
lawfully  admitted  to  the  United  States  for  permanent  residence  and  have  in  their  possession  an  Alien 
Regi st rat  ion  Receipt  Card  (1-151  or  I -551 ) . Individuals  wi th  temporary  vi sas  or  student  visas  are  not  eligible. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  NIH  small  grant  (R03)  mechanism. 

FUNDS  AVAILABLE 

Awards  will  depend  on  the  availability  of  funds.  NIA  expects  to  fund  up  to  20  dissertation  research  projects 
in  Fiscal  Year  1992. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

The  full  RFA  and  special  guidelines  for  dissertation  grant  applications  must  be  requested  from  the  Office  of 
Extramural  Affairs,  (see  address  below).  The  application  must  be  submitted  on  form  PHS-398  (revised  10/88) 
available  from  the  university  research  office  and  the  Division  of  Research  Grants,  5333  Westbard  Avenue, 
Bethesda,  MD  20892,  Telephone:  (301)  496-7441.  The  special  instructions  described  in  the  RFA  and  the 
application  kit  must  be  followed.  Applications  will  be  assigned  to  the  NIA  for  review  and  possible  funding. 

Applicant  investigators  should  request  support  for  the  amount  of  time  necessary  to  complete  the  dissertation. 
However,  a dissertation  research  grant  usually  is  awarded  for  a period  of  12  months  or  less  but  may  be  awarded 
for  up  to  24  months.  The  direct  costs  of  the  entire  project  may  not  exceed  $25,000.  An  application  that 
exceeds  this  amount  will  be  returned.  Indirect  costs  are  limited  to  8 percent  of  direct  costs. 

The  applicant  must  submit  the  original  and  four  copies  of  the  completed  application,  which  includes  a detailed 
narrative  project  description  (not  to  exceed  10  pages)  and  required  letters. 

Applications  must  be  received  by  December  20,  1991  and  must  be  sent  directly  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
5333  Westbard  Avenue 
Westwood  Building,  Room  240 
Bethesda,  MD  20892 

An  additional  two  copies  of  the  application  must  be  sent  to: 

Chief,  Scientific  Review  Office 
National  Institute  on  Aging 
Building  31,  Room  5C12 
Bethesda,  MD  20892 
Attn:  Minority  Dissertation 

A letter  from  the  faculty  committee  or  university  official  directly  responsible  for  supervising  the  development 
and  progress  of  the  dissertation  research  must  be  submitted  with  the  application.  Detailed  requirements  for 
the  letter  are  given  in  the  full  RFA. 

REVIEW  CONSIDERATIONS 

Dissertation  research  grants  are  competitive.  Review  will  be  conducted  by  a special  committee  convened  by  NIA. 
Review  results  and  funding  decisions  will  be  announced  within  six  months  after  the  submission  date.  Final 
funding  decisions  are  based  on  the  recommendations  of  the  reviewers,  the  relevance  of  the  project  to  NIA 
priorities,  and  the  availability  of  funds. 

INQUIRIES 

Interested  applicants  are  encouraged  to  request  the  full  RFA  and  additional  guidelines  for  preparing  the 
application  and  to  discuss  the  suitability  of  the  mechanism  to  their  needs  by  letter  or  by  telephone  with  the 
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person  named  below.  The  applicant  also  will  be  referred  to  the  relevant  NIA  program  director  to  discuss  the 
suitability  of  the  research  topic. 

Phyllis  B.  Eveleth,  Ph.D. 

Deputy  Associate  Director  and  Training  Officer 

Office  of  Extramural  Affairs 

National  Institute  on  Aging 

Building  31,  Room  5C02 

Bethesda,  MD  20892 

Telephone:  (301)  496-9322 

Direct  inquiries  relating  to  fiscal  matters  should  be  made  to: 

Mr.  Joseph  Ellis 
Grants  Management  Officer 
National  Institute  on  Aging 
Building  31,  Room  5C07 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.366.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act  Title  IV,  Part  A (Public  Law  79-410,  as  amended  by  Public  Law 
99-158,  42  DSC  241  and  285)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  52  and  45 
CFR  Part  74. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


RESEARCH  ON  LAW  AND  MENTAL  HEALTH 

PA  AVAILABLE:  PA-92-01 

P.T.  34;  K.W.  0715094,  0715129 

National  Institute  of  Mental  Health 

Under  authority  of  Section  301  of  the  Public  Health  Service  Act  PL  78-410,  as  amended,  and  subject  to 
availability  of  funds,  the  National  Institute  of  Mental  Health  (NIMH)  announces  a new  program  announcement. 
Research  on  Law  and  Mental  Health.  The  aim  of  the  announcement  is  to  stimulate  investigator-initiated  research 
on  a range  of  clinical,  programmatic,  and  policy  issues  associated  with  the  processing  of  mentally  disordered 
adult  and  juvenile  offenders  in  the  criminal  and  juvenile  justice  systems,  and  with  mentally  ill  persons  subject 
to  involuntary  hospitalization  through  the  civil  commitment  system.  Studies  supported  under  this  announcement 
are  expected  to  improve  scientific  knowledge  on  the  clinical  assessment,  treatment,  and  management  of  the 
seriously  mentally  ill  in  the  legal  system. 

HEALTHY  PEOPLE  2000 

This  announcement  will  also  support  objectives  7.1  and  7.6  (reduction  of  homicides  and  assault  injuries, 
respectively)  of  Healthy  People  2000:  National  Health  Promotion  and  Disease  Prevention  Objectives.  The  Public 
Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives  of 
"Healthy  People  2000",  a PHS-led  national  activity  for  setting  priority  areas.  Potential  applicants  may  obtain 
a copy  of  "Health  People  2000"  (Full  Report:  "Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 

Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  public  or  private,  nonprofit  or  for-profit  organizations  such  as  universities, 
colleges,  hospitals,  laboratories,  research  institutions,  units  of  State  or  local  government,  and  eligible 
agencies  of  the  Federal  Government.  Women  and  minority  investigators  are 
encouraged  to  apply. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

Grants  funded  under  this  announcement  are  subject  to  the  requirements  of  45  CFR  46,  Protection  of  Human 
Subjects.  These  regulations  are  available  from  the  Office  of  Protection  from  Research  Risks,  National  Institutes 
of  Health,  Bethesda,  MD  20892.  Telephone:  (301)  496-7041. 
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MECHANISMS  OF  SUPPORT 


The  pending  mechanisms  for  this  announcement  are  the  traditional  research  grant  (R06),  the  small  grant  (R03), 
and  the  First  Independent  Research  Support  and  Transition  (FIRST)  Award  (R29). 

REVIEW  PROCEDURES 

Applications  will  be  received  under  the  usual  PHS  receipt  and  review  schedule.  Applications  will  be  reviewed 
by  an  initial  review  group  (IRG)  consisting  primarily  of  non-Federal  scientific  and  technical  experts. 

Applications  will  receive  a second-level  review  by  the  appropriate  advisory  council  based  on  policy 
considerations  as  well  as  scientific  merit.  Only  applications  recommended  for  approval  by  Council  may  be 
considered  for  funding.  Applications  recommended  for  approval  by  the  national  advisory  council  will  be 
considered  for  funding  on  the  basis  of  overall  scientific  and  technical  merit  of  the  research  as  determined  by 
peer  review,  program  needs  and  balance,  public  health  signif icance,  and  availability  of  funds. 

APPLICATION  PROCEDURES 

All  research  applicants  must  use  the  current  version  of  the  grant  application  form  PHS  398  (rev.  10/88). 
Support  may  be  requested  for  a period  of  up  to  five  years.  Annual  awards  will  be  made  subject  to  continued 
availability  of  funds  and  progress  achieved.  A competing  supplemental  application  may  be  submitted  during  an 
approved  period  of  support  to  expand  the  scope  or  protocol  of  a project  during  the  approved  period.  Except  for 
small  grants  (R03)  and  FIRST  awards  (R29),  a competing  continuation  (i.e,  renewal)  application  may  be  submitted 
before  the  end  of  an  a period  of  support  to  continue  a project. 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct  research  projects  including  direct 
costs  that  can  be  specifically  identified  with  the  project  and  allowable  indirect  costs  of  the  institution. 
Funds  may  not  be  used  to  establish,  add  a component  to,  or  operate  a treatment,  rehabilitation,  or  prevention 
intervention  service  program.  Support  for  research-related  treatment,  rehabilitation,  or  prevention  services 
and  programs  may  be  requested  only  for  costs  required  by  the  research.  These  costs  must  be  justified  in  terms 
of  research  objectives,  methods,  and  designs  that  promise  to  yield  general izable  knowledge  and/or  make  a 
significant  contribution  to  theoretical  concepts. 

INQUIRIES 

Copies  of  this  full  announcement  and  additional  information  may  be  obtained  by  contacting: 

Ecford  S.  Voit,  Jr.,  Ph.D. 

Assistant  Chief 

Violence  and  Traumatic  Stress  Research  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  18-105 
Rockville,  MD  29857 
Telephone:  (301)  443-3728 

Information  on  grants  management  issues  may  be  obtained  from: 

Steven  J.  Hudak 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-26 

Rockville,  MD  20857 

Telephone:  (301)  443-4596 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.242.  Under  the  authority  of  Section 
301  of  the  Public  Health  Service  Act,  P.L.  78-410,  as  amended,  42  U.S.C.  241  (42  CFR  part  52),  and  subject  to 
availability  of  funds,  NIMH  will  accept  research  grant  applications  in  response  to  this  announcement,  under  the 
receipt  dates  listed  herein. 


RESEARCH  ON  VICTIMS  OF  TRAUMATIC  STRESS 

PA  AVAILABLE:  PA-92-02 

/ 

P.T . 34;  K.W.  0715195,  0414000,  0710105,  0411005 
National  Institute  of  Mental  Health 

Under  authority  of  Section  301  of  the  Public  Health  Service  Act  (42  U.S.C.  241),  as  amended,  and  subject  to 
availability  of  funds,  the  National  Institute  of  Mental  Health  (NIMH)  announces  a new  Program  Announcement  (PA), 
Research  on  Victims  of  Traumatic  Stress,  that  encourages  research  on  traumatic  life  crises  and  catastrophic 
events.  NIMH  expects  to  promote  the  understanding  of  victims'  psychological  responses  to  traumatic  events  and 
to  encourage  the  development  of  interventions  to  assist  victims  with  mental  health  problems  resulting  from  this 
exposure. 
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HEALTHY  PEOPLE  2000 


This  announcement  will  also  support  objectives  6.3,  6.4,  6.5,  7.12,  and  7.14  of  Healthy  People  2000:  National 
Health  Promotion  and  Disease  Prevention  Objectives.  The  Public  Health  Service  (PHS)  is  committed  to  achieving 
the  health  promotion  and  disease  prevention  objectives  of  "Healthy  People  2000",  a PHS- led  national  activity 
for  setting  priority  areas.  Potential  applicants  may  obtain  a copy  of  "Health  People  2000"  (Full  Report: 
"Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

Research  supported  in  this  program  includes  studies  of  the  immediate  and  long-term  psychopathological  and  stress 
reactions  in  victims,  families,  service  workers,  and  community  members;  individual  and  environmental  risk 
factors  associated  wi-th  the  development  and  perpetuation  of  mental  and  physical  disorders;  informal  support 
networks  and  coping  mechanisms  as  mediators  of  trauma;  and  design,  implementation,  and  effectiveness  of  formal 
programs  to  prevent  and  treat  mental  health  problems. 

ELIGIBILITY 

Applications  may  be  submitted  by  public  or  private,  nonprofit  or  for-profit  organizations  such  as  universities, 
colleges,  hospitals,  laboratories,  research  institutions,  units  of  State  or  local  government,  and  eligible 
agencies  of  the  Federal  Government.  Women  and  minority  investigators  are 
encouraged  to  apply. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

Grants  funded  under  this  announcement  are  subject  to  the  requirements  of  45  CFR  46,  Protection  of  Human 
Subjects.  These  regulations  are  available  from  the  Office  of  Protection  from  Research  Risks,  National 
Institutes  of  Health,  Bethesda,  MD  20892.  Telephone:  (301)  496-7041. 

REVIEW  PROCEDURES 

Applications  will  be  received  under  the  usual  PHS  receipt  and  review  schedule.  Applications  will  be  reviewed 
by  an  initial  review  group  (IRG)  consisting  primarily  of  non-Federal  scientific  and  technical  experts. 
Applications  will  receive  a second-level  review  by  the  appropriate  advisory  council  based  on  policy 
considerations  as  well  as  scientific  merit.  Only  applications  recommended  for  approval  by  an  advisory  council 
may  be  considered  for  funding. 

Applications  recommended  for  approval  will  be  considered  for  funding  on  the  basis  of  overall  scientific  and 
technical  merit  of  the  research  as  determined  by  peer  review,  program  needs  and  balance,  and  availability  of 
funds. 

MECHANISM  OF  SUPPORT 

The  funding  mechanisms  for  this  announcement  are  the  traditional  research  grant  (ROD,  the  small  grant  (R03), 
and  the  First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29). 

APPLICATION  PROCEDURES 

All  research  applicants  must  use  the  grant  application  form  PHS  398  (rev.  10/88).  Support  may  be  requested  for 
a period  of  up  to  five  years.  Annual  awards  will  be  made  subject  to  continued  availability  of  funds  and 
progress  achieved.  Except  for  small  grants  (R03)  and  (FIRST)  awards  (R29),  a competing  supplemental  application 
may  be  submitted  during  a period  of  support  to  expand  the  scope  or  protocol  of  a project  during  the  approved 
period.  A competing  continuation  (i.e.,  renewal)  application  may  be  submitted  before  the  end  of  an  approved 
period  of  support  to. continue  a project. 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct  research  projects  including  direct 
costs  that  can  be  specifically  identified  with  the  project  and  allowable  indirect  costs  of  the  institution. 
Funds  may  not  be  used  to  establish,  add  a component  to,  or  operate  a treatment,  rehabilitation,  or  prevention 
intervention  service  program.  Support  for  research-related  treatment,  rehabilitation,  or  prevention  services 
and  programs  may  be  requested  only  for  costs  required  by  the  research.  These  costs  must  be  justified  in  terms 
of  research  objectives,  methods,  and  designs  that  promise  to  yield  general i zable  knowledge  and/or  make  a 
significant  contribution  to  theoretical  concepts. 

Unless  clearly  relevant  to  mental  illness  and  mental  health,  the  Traumatic  Stress  Research  Program  does  not 
support  basic  studies  of  social  organizations  affected  by  emergency  conditions  or  basic  studies  of  social  policy 
in  the  area  of  crisis  management.  Furthermore,  the  program  does  not  support  studies  of  psychiatric  emergencies 
due  to  substance  abuse  or  major  mental  disorders,  or  research  that  more  appropriately  falls  within  the  mission 
of  other  Federal  programs  (e.g..  National  Institute  of  Justice,  National  Science  Foundation). 
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INQUIRIES 


Prospective  investigators  are  encouraged  to  contact  program  staff  for  program  information,  a copy  of  the  Program 
Announcement,  and  consultation: 

Susan  D.  Solomon,  Ph.D.,  Chief 

Violence  and  Traumatic  Stress  Research  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  18-105 

Rockville,  MD  20857 

Telephone:  (301)  443-3728 

Information  on  grants  management  issues  may  be  obtained  from: 

Steven  J.  Hudak 

Grants  Management  Branch 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-26 

Rockville,  MD  20857 

Telephone:  (301)  443-4596 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.242.  Under  the  authority  of  Section 
301  of  the  Public  Health  Service  Act,  (42  U.S.C.  241),  and  subject  to  availability  of  funds,  NIMH  will  accept 
research  grant  applications  in  response  to  this  announcement,  under  the  receipt  dates  listed  herein. 


RESEARCH  ON  PERPETRATORS  OF  VIOLENCE 

PA  AVAILABLE:  PA-92-03 

P.T . 34;  K.W.  0404023,  0404000,  0755030,  0403001,  0415001,  0745027 
National  Institute  of  Mental  Health 

Under  the  authority  of  Section  301  of  the  Public  Health  Service  Act,  P.L.,  78-410,  42  U.S.C.  241,  as  amended, 
the  National  Institute  of  Mental  Health  (NIMH)  announces  the  availability  of  a Program  Announcement  for 
applications  for  investigator-initiated  research  on  the  etiology,  course,  and  correlates  of  aggressive  and 
violent  behaviors  in  children,  adolescents,  and  adults.  Through  this  announcement,  NIMH  expects  to  support 
research  that  will  improve  the  scientific  base  for  more  effective  and  cost-efficient  approaches  to  clinical 
assessment,  treatment,  management,  and  prevention. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement, 
RESEARCH  ON  PERPETRATORS  OF  VIOLENCE,  is  related  to  the  priority  areas  of  reducing  homicides,  reducing  abuse 
of  women  by  male  partners,  reducing  assaults,  reducing  rapes,  and  reducing  fights  among  adolescents.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No,.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001  - 00473 - 1 ) through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (Telephone:  202/783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  public  or  private,  nonprofit  or  for-profit  organizations  such  as  universities, 
colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the  Federal 
Government.  Women  and  minority  investigators  are  encouraged  to  apply. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires,  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

Applicants  must  also  be  aware  that  the  Department  of  Health  and  Human  Services  has  regulations  for  the 
protection  of  human  subjects  and  has  developed  additional  regulations  for  the  protection  of  children.  A copy 
of  these  regulations,  45  CFR  46,  Protection  of  Human  Subjects,  is  available  from  the  Office  for  Protection  from 
Research  Risks,  National  Institutes  of  Health,  Bethesda,  Maryland  20892. 

REVIEW  PROCEDURES 

Applications  will  be  received  under  the  usual  PHS  receipt  and  review  schedule.  Applications  will  be  reviewed 
by  an  initial  review  group  (IRG)  consisting  primarily  of  non-Federal  scientific  and  technical  experts. 
Secondary  review  is  by  the  appropriate  national  advisory  council.  Only  applications  recommended  for 
consideration  for  funding  by  the  Council  may  be  supported. 
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Initial  review  criteria  include  the  following:  significance  and  originality  from  a scientific  or  technical 
standpoint  of  the  goals  of  the  proposed  research;  adequacy  of  the  methodology  proposed  to  carry  out  the 
research;  feasibility  of  the  proposed  research;  qualifications  and  research  experience  of  the  Principal 
Investigator  and  other  key  research  personnel;  availability  of  adequate  facilities,  other  resources,  and 
collaborative  arrangements  necessary  for  the  research;  appropriateness  of  budget  estimates  for  the  proposed 
research  activities;  and  adequacy  of  planning  for  including  women  and  minorities,  as  applicable. 

General  award  criteria  include  overall  scientific  and  technical  merit  of  the  research  as  determined  by  IRG, 
Council  recommendations,  program  priorities  and  needs,  and  availability  of  funds. 

MECHANISM  OF  SUPPORT 

The  funding  mechanisms  for  this  announcement  are  the  traditional  research  grant  (R01),  the  small  grant  (R03), 
and  the  First  Independent  Research  Support  and  Transition  (FIRST)  award  (K29).  Support  may  be  requested  for 
a period  of  up  to  five  years.  Annual  awards  will  be  made  subject  to  continued  availability  of  funds  and 
progress  achieved.  This  announcement  does  not  address  applications  that  fall  more  appropriately  within  the 
mission  of  other  Federal  programs  (e.g.,  the  National  Institute  of  Justice,  the  Office  of  Juvenile  Justice  and 
Delinquency  Prevention,  or  the  National  Science  Foundation). 

APPLICATION  PROCEDURES 

All  research  applicants  must  use  the  current  version  of  the  grant  application  form  PHS  398  (rev.  10/88). 
Support  may  be  requested  for  a period  of  up  to  five  years.  Annual  awards  will  be  made  subject  to  continued 
availability  of  funds  and  progress  achieved.  A competing  supplemental  application  may  be  submitted  during  an 
approved  period  of  support  to  expand  the  scope  or  protocol  of  a project  during  the  approved  period.  Except  for 
small  grants  (R03)  and  First  Independent  Research  Support  and  Transition  awards  (R29),  a competing  continuation 
(i.e,  renewal)  application  may  be  submitted  before  the  end  of  an  a period  of  support  to  continue  a project. 

INQUIRIES 

For  a copy  of  the  Program  Announcement,  further  information,  and  consultation  in  preparing  research 
applications,  prospective  applicants  are  encouraged  to  contact: 

James  Breiling,  Ph.D. 

Interpersonal  Violence  Research  Program 
Violence  and  Traumatic  Stress  Research  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  18-105 
Rockville,  MD  20857 
Telephone:  (301)  443-3728 

Further  information  on  grants  management  issues  may  be  obtained  from: 

Stephen  J.  Hudak,  Chief 
Grants  Management  Section 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-23 
Rockville,  MD  20857 
Telephone:  (301)  443-4596 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.242.  Under  the  authority  of  Section 
301  of  the  Public  Health  Service  Act,  P.L.  78-410,  as  amended,  42  U.S.C.  241  (42  CFR  part  52),  and  subject  to 
availability  of  funds,  NIMH  will  accept  research  grant  applications  in  response  to  this  announcement,  under  the 
receipt  dates  listed  herein. 


DRUG  ABUSE  PREVENTION  RESEARCH  CENTERS 


PA:  PA-92-04 

P.T.  04;  K.W.  0404009,  0745027 
National  Institute  on  Drug  Abuse 
PURPOSE 

The  purpose  of  this  announcement  by  the  National  Institute  on  Drug  Abuse  (NIDA)  is  to  encourage  the  development 
of  multidisciplinary  prevention  research  centers  that  will  improve  our  ability  to  prevent  drug  abuse  through 
the  design  and  testing  under  controlled  research  conditions  of  promising,  theory-based  drug  preventive 
interventions. 

RESEARCH  OBJECTIVES 

The  proposed  Centers  are  designed  to:  formulate  theories  of  drug  use  onset  and  progression  and  test  them  through 
the  design  and  evaluation  of  theory-based  preventive  interventions;  design  preventive  interventions  appropriate 
to  general  populations  and  sub- populations  at  risk  of  drug  abuse  and  test  these  interventions  through  controlled 
randomized  studies  established  in  relevant  settings  to  include  schools,  family  homes,  institutions,  the  work 
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place,  and  neighborhood  organizations;  integrate  and  disseminate  the  prevention  research  knowledge  base  through 
national  leadership  in  programming  and  evaluation,  research  training,  and  coordination  of  research  planning  with 
other  prevention  research  centers;  increase  the  capacity  of  the  field  to  conduct  prevention  research  and 
evaluation;  and  facilitate  the  diffusion  of  research  findings  and  innovative  preventive  practices  to  drug  abuse 
researchers,  practitioners,  and  policy  makers. 


MECHANISM  OF  SUPPORT 


Center  grants  (P50). 

ELIGIBILITY 

Applications  may  be  submitted  by  public  or  private,  nonprofit  or  profit-making  organizations  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Women  and  minority  investigators  are  encouraged  to  apply. 

APPLICATION  PROCEDURES 

Applicants  must  use  the  form  PHS-398  (rev.  10/88).  Drug  Abuse  Prevention  Research  Centers  (PA-92-04)  must  be 
typed  in  item  #2  on  the  face  page  of  the  application  form. 

Center  applications  must  adhere  to  the  following  special  page  limitations:  The  overall  description  of  the 
center,  each  core,  and  the  research  plan  for  each  major  research  component  are  limited  to  20  pages  each. 
Applications  exceeding  these  page  limits  will  not  be  accepted. 


Application 
offices  of 
f aci l i ti es. 
appl i cat  ion 


kits  containing  th 
sponsored  research 
If  such  a source 
material: 


e necessary  forms  and 
at  most  universities, 
is  not  available,  the 


instructions  may  be  obtained  from  business  offices  or 
colleges,  medical  schools,  and  other  major  research 
following  office  may  be  contacted  for  the  necessary 


Division  of  Research  Grants 
National  Institutes  of  Health 
Administrative  Services 
Westwood  Building,  Room  436 
5333  Westbard  Avenue 
Bethesda,  MD  20982 
Telephone:  (301)  496-9797 


The  signed  original  and  six  permanent  legible  copies  of  the  completed  application  must  be  sent  to: 


Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
5333  Westbard  Avenue 
Bethesda,  MD  20892* 

Telephone:  (301)  496-7441 

*If  an  overnight  courier  is  used,  the  zip  code  is  20816. 

RECEIPT  AND  REVIEW  SCHEDULE 

The  receipt  and  review  schedule  for  applications  under  this  announcement  is  as  follows: 


Receipt  Dates 

Initial 

Advisory  Council 

Earl i est 

New/Renewal 

Date 

Revi ew 

Revi ew 

Start 

Jun  1/Jul  1* 

Oct/Nov 

Jan/Feb 

Apr 

Oct  1/Nov  1* 

Feb/Mar 

May/ Jun 

Jul 

Feb  1/Mar  1* 

May/ Jun 

Sep/Oct 

Dec 

*Amended  applications  (new  or  renewal)  are  to  be  submitted  on  these  dates. 

REVIEW  PROCESS  AND  CRITERIA 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most 
discretionary  PHS  grant  programs.  Applications  received  under  this  announcement  will  be  assigned  to  an  initial 
review  group  (IRG)  in  accordance  with  established  Public  Health  Service  Referral  Guidelines.  The  IRG, 
consisting  primarily  of  non-Federal  scientific  and  technical  experts,  will  review  the  applications  for 
scientific  and  technical  merit.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after 
the  initial  review.  Applications  will  receive  a second-level  review  by  the  appropriate  national  advisory 
council  whose  review  may  be  based  on  policy  as  well  as  scientific  merit  considerations.  Only  applications 
recommended  for  approval  by  the  Council  may  be  considered  for  funding.  Applications  must  be  completed  in 
accordance  with  the  page  limitations  noted  in  the  APPLICATION  PROCEDURES. 

Criteria  for  scientif ic/technical  merit  review  of  applications  will  include  the  following:  the  overall  quality, 
scientific  merit,  and  innovativeness  of  the  research  to  be  done;  the  likelihood  that  the  work  will  lead  to 
fundamental  advances  within  the  field,  to  new  discoveries,  and/or  to  new  technological  developments.  In 
addition,  the  research  conducted  must  center  around  a highly  focused  and  well-defined  hypotheses;  the  need  for 
and  suitability  of  the  Center  approach;  whether  a multidisciplinary  Center  approach  will  add  significantly  to 
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what  could  be  accomplished  through  other  modes  of  research  support.  In  this  respect,  the  integration  of 
component  projects  is  of  utmost  significance  and  should  be  explicitly  described;  the  qualifications  and 
scientific  credentials  of  the  Center  director  and  constituent  project  directors  will  be  considered.  It  is 
expected  that  these  individuals  will  be  regarded  by  their  peers  as  leaders  in  their  respective  fields;  the 
nature  and  level  of  resource  commitments  from  the  home  institution  and  from  other  participant  institutions;  and 
plans  for  interactions  with  the  rest  of  the  sponsoring  institution;  the  feasibility  and  adequacy  of  the 
organizational  and  administrative  plans;  the  appropriateness  of  each  budget;  and  the  mechanisms  to  evaluate  the 
Center's  progress;  the  attract  and  involve  young  investigators  an  students  who  show  potential  for  significant 
contributions  and  independent  research  careers;  adequacy  of  the  Center's  plans  for  the  protection  of  human  and 
animal  subjects;  involvement  of  minority  populations  and  minority  researchers;  responsiveness  to  NIH/ADAMHA 
policy  on  the  inclusion  of  women  and  minorities  in  study  populations. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  ADAMHA  POLICIES  CONCERNING  INCLUSION  OF  WOMEN 
AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

Applications  for  ADAMHA  grants  and  cooperative  agreements  are  required  to  include  both  women  and  minorities  in 
study  populations  for  clinical  research,  unless  compelling  scientific  or  other  justification  for  not  including 
either  women  or  minorities  is  provided.  This  requirement  is  intended  to  ensure  that  research  findings  will  be 
of  benefit  to  all  persons  at  risk  of  the  disease,  disorder,  or  condition  under  study.  For  the  purpose  of  these 
policies,  clinical  research  involves  human  studies  of  etiology,  treatment,  diagnosis,  prevention,  or 
epidemiology  of  diseases,  disorders  or  conditions,  including  but  not  limited  to  clinical  trials;  and  minorities 
include  U.S.  racial/ethnic  minority  populations  (specifically:  American  Indians  or  Alaskan  Natives, 
Asian/Pacific  Islanders,  Blacks,  and  Hispanics). 

ADAMHA  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  clinical  research  projects  to  include 
representation  of  the  full  array  of  U.S.  racial/ethnic  minority  populations.  However,  applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 

Applications  should  include  a description  of  the  composition  of  the  proposed  study  population  by  gender  and 
racial/ethnic  group,  and  the  rationale  for  the  numbers  and  kinds  of  people  selected  to  participate.  This 
information  should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan  AND  summarized  in 
Section  2,  E,  Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority  representation  appropriate  to  the 
scientific  objectives  of  the  work  proposed.  If  representation  of  women  or  minorities  in  sufficient  numbers  to 
permit  assessment  of  differential  effects  is  not  feasible  or  is  not  appropriate,  the  reasons  for  this  must  be 
explained  and  justified.  The  rationale  may  relate  to  the  purpose  of  the  research,  the  health  of  the  subjects, 
or  other  compelling  circumstances  (e.g.,  if  in  the  only  study  population  available  there  is  a disproportionate 
representation  in  terms  of  age  distribution,  risk  factors,  incidence/prevalence,  etc.  of  one  gender  or 
minority/majority  group).  If  the  required  information  is  not  contained  within  the  application,  the  application 
will  be  returned.  Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application 
conforms  to  these  policies.  If  gender  and/or  minority  representation/ justi fication  are  judged  to  be  inadequate, 
reviewers  will  consider  this  as  a deficiency  in  assigning  the  priority  score  to  the  application.  All 
applications  for  clinical  research  submitted  to  ADAMHA  are  required  to  address  these  policies.  ADAMHA  funding 
components  will  not  award  grants  that  do  not  comply  with  these  policies. 

AWARD  CRITERIA 

Applications  recommended  for  approval  by  the  appropriate  Advisory  Council  will  be  considered  for  funding  on  the 
basis  of  overall  scientific  and  technical  merit  of  the  application  as  determined  by  peer  review,  Institute's 
program  needs,  and  availability  of  funds. 

INQUIRIES 

Further  information  and  consultation  on  Research  Center  requirements  may  be  obtained  from: 

Dr.  Zili  Amsel 

Acting  Director,  Division  of  Epidemiology  and  Prevention  Research 
National  Institute  on  Drug  Abuse 
Rockville,  MD  20857 
Telephone:  (301)  443 - 1 5 1 4 

Additional  research  program  information  can  be  obtained  from: 

Dr.  Wi l liam  Bukoski 

Acting  Chief,  Prevention  Research  Branch 
National  Institute  on  Drug  Abuse 
Rockville,  MD  20857 
Telephone:  (301)  443-1514 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Grants  will  be  awarded 
under  the  authority  of  section  310  and  515  of  the  Public  Health  Service  Act,  as  amended  (42  USC  241  and  290  cc) 
and  administered  in  accordance  with  the  PHS  Grants  Policy  Statement  and  Federal  regulations  at  42  CFR  Part  52 
and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  as  implemented  through  Department  of  Health  and  Human  Services  regulations  at  45  CFR  Part  100. 
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MINORITY  HIGH  SCHOOL  STUDENT  RESEARCH  APPRENTICE  PROGRAM 


PA:  PA-92-05 

P.T.  34,  FF;  K.W.  0502000,  0710030 
National  Center  for  Research  Resources 
Application  Receipt  Date:  December  2,  1991 
BACKGROUND  AND  OBJECTIVES 

The  National  Center  for  Research  Resources  (NCRR),  National  Institutes  of  Health  (NIH),  currently  plans  to 
continue  and  expand  the  Minority  High  School  Student  Research  Apprentice  Program  (MHSSRAP)  in  1992.  The  purpose 
of  the  program  is  to  provide  minority  high  school  students  with  a meaningful  experience  in  various  aspects  of 
health-related  research  in  order  to  stimulate  their  interest  in  careers  in  science. 

In  FY  1992,  the  program  is  expanding  the  science  teacher  initiative  to  include  elementary,  middle,  and  junior 
high  school  teachers  in  addition  to  senior  high  school  teachers.  Eligible  teachers  will  still  be  those  who  are 
members  of  a minority  group  or  who  teach  a significant  number  of  minority  students.  Teachers  may  participate 
in  the  program  for  a second  year.  The  hands-on  summer  research  project  must  be  structured  to  update  the 
teachers'  knowledge  and  skills  in  modern  research  tools  and  techniques  as  well  as  to  strengthen  their  teaching 
skills. 

The  experience  should  provide  teachers  the  opportunity  to  bring  back  to  the  classroom  a sense  of  the  excitement 
of  research  that  would  stimulate  students  to  pursue  scientific  careers.  A longer  range  goal  is  to  establish 
year  round  linkages  between  science  teachers,  elementary  and  secondary  school  students,  and  biomedical 
researchers. 

Please  note,  however,  that  expansion  of  the  program  in  FY  1992  is  contingent  on  the  availability  of  appropriated 
funds.  Thus,  allocations  may  be  reduced  below  the  requested  amount.  Upon  recommendation  of  the  National 
Advisory  Research  Resources  Council,  the  NCRR  will  give  preference  in  making  awards  to  those  institutions  that 
can  support  a summer  program  having  a "critical  mass"  of  at  least  five  or  six  students. 

ELIGIBILITY 

Eligible  institutions  are  those  that  were  awarded  grants  during  the  Federal  fiscal  year  1991  from  either  the 
Biomedical  Research  Support  Grant  (BRSG)  Program  or  the  Minority  Biomedical  Research  Support  (MBRS)  Program. 
ALL  ELIGIBLE  INSTITUTIONS,  INCLUDING  THOSE  NOT  CURRENTLY  OR  PREVIOUSLY  FUNDED  UNDER  THE  MHSSRAP,  ARE  STRONGLY 
ENCOURAGED  TO  APPLY.  Only  one  application  for  the  Apprentice  Program  may  be  submitted  by  a component  of  an 
institution  that  is  the  recipient  of  both  the  BRSG  and  MBRS  awards. 

Students  eligible  for  support  under  this  program  are  those  who  (1)  identify  themselves  as  a member  of  a minority 
group  ( i . e . , Black,  Hispanic,  American  Indian,  Alaskan  Native,  Pacific  Islander,  or  Asian)  that  is  under 
represented  in  biomedical  research;  (2)  are  U.S.  citizens  or  have  a permanent  visa;  and  (3)  are  enrolled  in  high 
school  during  the  1991-92  academic  year.  (Students  who  will  graduate  from  high  school  in  1992  are  eligible,  as 
is  a student  who  participated  in  a previous  year  provided  he/she  is  still  enrolled  at  the  high  school  level.) 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  program  will  be  the  NIH  grant-in-aid  (S03). 

Awards  will  be  for  one  year  beginning  March  1,  1992,  contingent  upon  availability  of  appropriated  funds. 
Support  will  be  provided  at  a level  of  $2,000  for  each  student  apprentice  and  $5,000  for  each  science  teacher. 
Applications  may  request  both  students  and  teachers  or  students  only.  No  indirect  costs  will  be  paid.  Direct 
support  must  be  as  salary;  stipends  are  not  allowed.  Funds  allocated  may  also  be  utilized  for  supplies, 
extending  the  research  experience,  or  if  adequate  funds  exist,  for  the  addition  of  a student  apprentice. 
However,  funds  from  these  grants  may  only  be  used  for  the  costs  of  the  apprentice  program.  The  Program  Director 
is  responsible  for  the  recruitment  and  selection  of  the  apprentices,  and  science  teachers  and  assignment  of  each 
to  an  appropriate  investigator. 

Students: 

Recruitment  and  selection  of  students  must  emphasize  factors  including  the  student's  motivation,  ability, 
scholastic  aptitude,  and  accomplishments.  In  addition,  consideration  must  be  given  to  science  teachers' 
recommendations  and,  whenever  possible,  the  degree  of  parental  commitment.  Assignments  must  be  made  to 
investigators  involved  in  health-related  research  who  are  committed  to  increasing  the  high  school  student's 
understanding  of  research  and  the  technical  skills  needed. 

Teachers: 

Recruitment  and  selection  criteria  must  include:  experience  and  teaching  responsibilities,  level  of  interest 
in  participating  in  a research  program,  expected  impact  on  their  teaching  programs,  ability  to  stimulate 
minority  students  to  pursue  scientific  careers,  and  future  plans  for  continued  interaction  with  the  research 
institution. 
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METHOD  OF  APPLYING 


The  application  consists  of  (a)  a letter  stating  the  justification  for  the  number  of  student  and  teacher 
positions  requested  (preference  will  be  given  to  those  institutions  with  a demonstrated  commitment  and  a 
documented  history  of  encouraging  students  to  pursue  scientific  careers);  (b)  the  original  and  one  signed  and 
completed  copy  of  the  face  page,  page  4 "Detailed  Budget  for  First  12-Month  Budget  Period  Direct  Costs  Only," 
and  checklist  page  of  the  grant  application  form  PHS  398  (rev.  10/88).  The  required  pages  of  the  PHS  398 
application  form  must  be  completed  according  to  instructions  provided  in  the  PHS  398  (rev.  10/88)  kit  except 
for  the  following: 

Face  Page: 

Item  1 - Leave  blank. 

Item  2 - Check  the  box  marked  "YES"  and  indicate  the  announcement  title  as  "Minority  High  School  Student 
Research  Apprentice  Program,  PA-92-05." 

Items  4,  5,  7b,  8,  and  10  - Not  applicable;  do  not  complete. 

Item  6,  Dates  of  entire  proposed  project  period  - Enter  92-03-01  through  93-02-28. 

Item  7a  - Insert  the  total  dollar  amount  of  the  request,  which  is  the  sum,  from  application  page  4,  of  the 
number  of  student  positions  requested  times  $2,000  per  student  and  $5,000  per  teacher. 

Item  14,  Organizational  component  to  receive  credit  towards  a Biomedical  Research  Support  Grant  - Use  this  space 
to  enter  the  code  and  the  BRSG  and/or  MBRS  grant  number(s)  on  which  eligibility  for  this  Minority  High  School 
Student  Research  Apprentice  Program  application  are  based  (no  credit  will  be  given  for  the  S03  application). 

Page  4,  "Detailed  Budget  for  First  12-Month  Budget  Period  Direct  Costs  Only"  - Using  ONLY  the  Other  Expenses 
category,  enter  on  separate  lines  the  number  of  students  requested  at  $2,000  per  student  and  the  number  of 
science  teachers  requested  at  $5,000  per  teacher.  Enter  the  sum  of  the  amounts  requested  for  each  under  the 
"TOTALS"  column  for  the  Other  Expenses  category  and  under  "Total  Direct  Costs  for  First  12-Month  Budget  Period" 
at  the  bottom  of  the  page. 

The  original  and  one  copy  of  the  student  and  teacher  report(s),  signed  by  the  Program  Director,  must  be 
submitted  with  the  renewal  application  by  December  2 so  that  the  data  contained  in  these  reports  can  be  used 
by  NCRR  to  decide  about  policies  and  future  funding  for  the  Minority  High  School  Student  Research  Apprentice 
Program. 

These  reports  must  also  be  submitted  at  the  same  time  even  if  renewal  support  is  not  requested.  All  reports, 
including  the  Financial  Status  Report,  must  be  submitted  to  the  NIH  by  the  grantee  institution  no  later  than 
May  31,  1992,  unless  an  extension  of  the  budget  period  end  date  has  been  authorized  in  writing. 

Applications  must  be  received  by  December  2,  1991  by: 

Office  of  Grants  and  Contracts  Management 
National  Center  for  Research  Resources 
National  Institutes  of  Health 
Westwood  Building,  Room  849 
5333  Westbard  Avenue 
Bethesda,  MD  20892** 

INQUIRIES 

Inquiries  can  be  made  of  Dr.  Marjorie  A.  Tingle  at  the  above  address  or  by  calling  (301)  496-6743. 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.337,  Biomedical  Research 
Support.  Grants  will  be  awarded  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (a)(3); 
Public  Law  78-410  (42  USC  241)  as  amended,  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
45  CFR  74  and  the  Guidelines  for  Minority  High  School  Student  Research  Apprentice  Program.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


SMALL  GRANTS  FOR  LUNG,  BREAST.  AND  OVARIAN  CANCER  CLINICAL  TRIALS 

PA:  PA-92-06 

P.T.  34,  II;  K.W.  0715035,  0755015,  0705075 
National  Cancer  Institute 
Application  Receipt  Date:  January  23,  1992 
PURPOSE 

The  National  Cancer  Institute  (NCI)  announces  the  availability  of  a Program  Announcement  (PA)  to  encourage  the 
submission  of  grant  applications  for  new  pilot,  phase  I,  or  phase  II  therapeutic  clinical  trials  that  take 
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advantage  of  recent  laboratory  developments  in  the  treatment  of  lung,  breast,  and  ovarian  cancers.  New  and 
experienced  investigators  in  relevant  fields  and  disciplines  (clinical  and  surgical  oncology)  may  apply  for 
small  grants  to  test  new  treatment  strategies  or  do  pilot  studies. 

A PA  for  solicitation  of  grant  applications  is  utilized  when  it  is  desired  to  encourage  investigator-initiated 
research  projects  in  areas  of  special  importance  to  the  NCI.  The  small  grants  research  program  provides  limited 
funds  (maximum  of  $48,000  direct  costs  per  year)  for  short-term  (up  to  two  years)  research  projects.  They  are 
non- renewable.  The  present  PA  is  for  a single  solicitation  with  a specified  deadline  (January  23,  1992)  for 
receipt  of  applications. 

HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  PA,  Small  Grants  for 
Lung,  Breast,  and  Ovarian  Cancer  Clinical  Trials,  is  related  to  the  priority  area  of  cancer.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202/783-3238). 

BACKGROUND  INFORMATION 

While  therapeutic  advances  have  been  made  in  the  treatment  of  hematologic  malignancies  and  certain  solid  tumors, 
other  cancers  have  not  yet  yielded  to  effective  treatment  and  are  the  focus  of  continuing  research.  Carcinomas 
of  the  lung,  breast,  and  ovary  have  been  targeted  because  they  are  among  the  leading  causes  of  cancer  deaths, 
accounting  for  an  estimated  200,300  fatalities  in  1991.  The  respiratory  system  is  the  most  prevalent  cancer 
site  accounting  for  178,000  estimated  new  cases  in  1991.  While  the  incidence  of  lung  cancer  in  men  has  begun 
to  decline,  the  incidence  rate  in  women  continues  to  increase  with  lung  cancer  surpassing  breast  cancer  as  the 
major  cause  of  cancer  death  in  women.  The  incidence  of  breast  cancer  has  increased  three  percent  per  year  since 
1980  accounting  for  175,900  new  cases  per  year.  Ovarian  cancer  accounts  for  an  estimated  20,700  new  cases  a 
year  with  a five-year  survival  rate  of  only  38  percent. 

Recent  discoveries  concerning  the  role  of  growth  factors,  genes  that  promote  and  suppress  neoplasia,  mechanisms 
of  treatment  sensitivity  and  resistance,  and  the  biology  of  the  immune  systems  have  provided  the  basis  for  the 
development  of  novel  and  improved  cancer  treatments.  At  present  there  is  no  mechanism  targeted  to  stimulate 
the  communication  of  promising  and  potentially  relevant  innovative  developments  between  the  laboratory  and  the 
clinical  setting.  There  is  a need  for  a rapid  mechanism  to  fund  short-  term  studies  and  obtain  preliminary 
clinical  data.  These  studies  may  serve  as  a basis  for  future  clinical  grant  applications  (ROD  or  NCI 
cooperative  group  studies. 

RESEARCH  GOALS  AND  SCOPE 

The  aim  of  this  initiative  is  to  stimulate  pilot.  Phase  I,  or  Phase  II  therapeutic  clinical  trials  to  move  new 
treatment  strategies  more  rapidly  from  the  laboratory  into  the  clinic  in  the  areas  of  breast,  lung,  and  ovarian 
cancer. 

Clinical  studies  must  involve  human  subjects  and  be  designed  to  ultimately  improve  cancer  treatment.  New 
clinical  trials  dealing  with  treatment  using  drugs,  biologies,  radiation,  or  surgery,  whether  used  as  a single 
agent/modality  or  in  combination,  are  appropriate.  The  clinical  studies  must  be  based  on  a strong  rationale 
and  preclinical  data  should  support  the  underlying  hypothesis. 

Some  examples  of  categorical  areas  for  R03  studies  include:  (1)  biochemical  modulation  studies;  (2) 
immunotherapy  (e.g.,  monoclonal  antibodies,  cytotoxins,  vaccines);  (3)  biological  response  modifiers  in 
combination  with  chemotherapy;  (4)  studies  of  drug-  or  hormone-  or  radiation-resistance  and  reversal;  (5) 
therapies  aimed  at  interfering  with  growth  factor  action;  (6)  therapies  with  novel  mechanisms  of  action;  and 
(7)  innovative  surgically  based  multimodality  studies.  Investigators  are  not  limited  to  the  above  areas  of 
potential  studies. 


Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 
In  such  a case,  a letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  must  be 
included  with  the  application. 

MECHANISM  OF  SUPPORT 

Support  of  the  program  will  be  through  the  National  Institutes  of  Health  (NIH)  grant-in-aid  small  grants 
mechanism  (R03).  Applicants  will  be  responsible  for  the  planning,  direction,  and  execution  of  the  proposed 
project.  All  PHS  and  NIH  grants  policies  will  apply  to  applications  received  in  response  to  this  announcement. 

Applications  submitted  in  response  to  this  PA  will  compete  for  funds  with  all  other  R03  grant  applications 
assigned  to  the  NCI.  The  award  of  grants  in  response  to  this  PA  is  also  contingent  upon  the  availability  of 
funds.  The  direct  costs  must  not  exceed  $48,000  per  year.  The  total  project  period  for  applications  submitted 
in  response  to  the  present  PA  may  not  exceed  two  years.  The  earliest  feasible  start  date  for  the  initial  award 
will  be  September  1992. 

ELIGIBILITY 


Non-profit  and  for-profit  organizations,  governments 
eligible  to  apply.  Applications  may  be  from  a single 
institutions  (e.g.,  consortia,  clinical  cooperative 


and  their  agencies,  and  occasionally  individuals  are 
institution  or  may  include  arrangements  with  multiple 
group)  if  appropriate.  Both  domestic  and  foreign 
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institutions  may  apply.  Applications  from  new  and  experienced  investigators,  minority  individuals,  and  women 
are  encouraged. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research  grants  and  cooperative  agreements  will 
be  required  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit 
to  all  persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on 
the  need  for  inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which 
disproportionately  affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women 
or  minorities  are  excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed 
populat ion-based  studies,  a clear  compelling  rationale  should  be  provided. 


The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS 
398  in  Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants  are  urged 
to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 
However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans 
(including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The  rationale 
for  studies  on  single  minority  population  groups  should  be  provided. 


For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventative  strategies),  diagnosis,  or  treatment  or  diseases,  disorders  or 
conditions,  including  but  not  limited  to  clinical  trials. 


The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

REVIEW  PROCEDURES  AND  CRITERIA 

A.  REVIEW  PROCEDURE 


Upon  receipt,  applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  Evaluation  for 
responsiveness  to  the  PA  is  an  NCI  program  staff  function.  Applications  will  be  judged  to  determine  how  well 
they  meet  the  goals  and  objectives  of  the  program  as  described  in  the  PA.  Applications  that  are  judged 
non- responsive  or  do  not  meet  the  minimal  mandatory  requirements  (see  Review  Criteria)  will  be  returned  to  the 
applicant.  Applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate  peer  review  group 
convened  by  the  Division  of  Extramural  Activities,  NCI.  The  second  level  of  review  by  NCI  program  staff 
considers  the  application  in  light  of  the  special  needs  of  the  Institute  and  the  priorities  of  the  National 
Cancer  Program.  Foreign  grant  applications  will  also  be  reviewed  by  the  National  Cancer  Advisory  Board. 


B.  REVIEW  CRITERIA 

The  customary  peer  review  criteria  will  be  applied  for  this  announcement. 

The  review  group  will  critically  examine  the  submitted  budget  and  will  recommend  an  appropriate  budget  and 
period  of  support  for  each  approved  application. 


APPLICATION  REQUIREMENTS 


The  application  must  include  the  following: 

1.  Submission  of  the  clinical  protocol  in  the  Appendix. 

2.  Human  subjects  and  animal  use  approval  before  an  application  can  be  reviewed. 

3.  Letter  of  agreement  from  either  the  GCRC  program  di rector  or  Principal  Investigator  if  the  GCRC  is  identified 
as  a resource  for  conducting  research. 
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4.  A listing  of  sources  of  existing  and  supplemental  financial  support.  The  latter  information  is  to  be 
provided  if  requested  funds  will  only  partially  fund  the  clinical  trial. 


5.  Documentation  for  the  composition  of  the  proposed  study  population  in  terms  of  gender  and  racial/ethnic  group 
together  with  a rationale  for  its  choice. 

Incomplete  applications  will  be  returned  to  the  applicant  without  review. 

METHOD  OF  APPLYING  3 14g Q 00519  4124 


The  research  grant  application  form  PHS  398  (revised  10/88)  must  be  used  in  applying  for  these  grants.  These 
forms  are  available  at  most  institutional  business  offices  and  from  the  Office  of  Grant  Inquiries,  Division  of 
Research  Grants,  National  Institutes  of  Health,  Room  449,  Westwood  Building,  5333  Westbard  Avenue,  Bethesda, 
MD  20892;  and  from  the  NCI  Program  Director  named  below.  The  title  and  number  of  this  announcement  must  be 
typed  in  line  2 on  the  face  page  of  the  application. 


Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  four  signed,  exact 
photocopies,  in  one  package  to  the  Division  of  Research  Grants  at  the  address  below.  The  photocopies  must  be 
clear  and  single  sided. 


DIVISION  OF  RESEARCH  GRANTS 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

At  the  time  of  submission,  two  additional  copies  of  the  application  should  also  be  sent  to: 


REFERRAL  OFFICER 

Division  of  Extramural  Activities 
National  Cancer  Institute 
Westwood  Building,  Room  848 
5333  Westbard  Avenue 
Bethesda,  MD  20892 

Applications  must  be  received  by  January  23,  1992. 

If  the  application  submitted  in  response  to  this  announcement  is  substantially  similar  to  a grant  application 
already  submitted  to  the  NIH  for  review,  but  has  not  yet  been  reviewed,  the  applicant  will  be  asked  to  withdraw 
either  the  pending  application  or  the  new  one.  Simultaneous  submission  of  identical  applications  will  not  be 
allowed,  nor  will  essentially  identical  applications  be  reviewed  by  different  review  committees.  Therefore, 
an  application  cannot  be  submitted  in  response  to  this  announcement  that  is  essentially  identical  to  one  that 
has  already  been  reviewed.  This  does  not  preclude  the  submission  of  substantial  revisions  of  applications 
already  reviewed,  but  such  applications  must  include  an  Introduction  addressing  the  previous  critique. 

INQUIRIES 


To  obtain  a copy  of  the  PA  and  supplemental  instructions,  contact  the  program  director,  Ms.  Diane  Bronzert,  at 
the  address  below.  Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  PA  and  inquiries 
about  whether  or  not  specific  proposed  research  would  be  responsive  are  strongly  encouraged  and  are  to  be 
directed  to  Ms.  Bronzert.  The  program  director  welcomes  the  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants. 

Ms.  Diane  Bronzert,  Program  Director 
Cancer  Therapy  Evaluation  Program 
Division  of  Cancer  Treatment 
National  Cancer  Institute 
Executive  Plaza  North,  Room  734 
Bethesda,  MD  20892 
Telephone:  (301)  496-8866 
FAX:  (301)  496-9384 

Written  and  telephone  inquiries  of  a budgetary,  administrative,  and/or  policy  nature  are  to  be  directed  to: 

Ms.  Sara  Stone,  Grants  Management  Specialist 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
6120  Executive  Blvd. 

Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  extension  66 
FAX:  (301)  496-8601 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.395,  Cancer  Treatment  Research. 
Awards  are  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Sections  301,  410,  and  411,  Part  A 
(Public  Law  78-410,  42  USC  241  as  amended.  Public  Law  99-158,  42  USC  285a)  and  administered  under  PHS  Grants 
Policies  and  Federal  Regulations  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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NOTICES 


HHS  GRANTS  AND  CONTRACTS  TRAINING  COURSE 

P.T.  34;  K.W.  1014002,  1014006 
Public  Health  Service 

SUMMARY:  The  Office  of  the  Assistant  Secretary  for  Health,  Department  of  Health  and  Human  Services  (HHS), 
announces  a training  course,  "Orientation  to  U.S.  Department  of  Health  and  Human  Services  Grants  and  Contracts 
Activities  for  Applicants  and  Recipients  of  Awards,"  that  will  be  presented  eight  times  at  locations  around  the 
country  during  FY  1992.  Complete  information  about  locations  and  dates  is  provided  below  under  SUPPLEMENTARY 
INFORMATION. 

To  receive  consideration  for  a particular  course  session,  applications  must  be  received  by  the  close  of  business 
on  the  deadline  date  specified  under  SUPPLEMENTARY  INFORMATION  below. 

SUPPLEMENTARY  INFORMATION 

COURSE  DESCRIPTION:  This  is  a two-day  course  that  is  designed  to  provide  applicants  for  and  recipients  of  HHS 
grants  and  contracts  a better  understanding  of  the  procedures  and  expectations  in  applying  for  funding  and 
administering  an  award  from  HHS.  Day  One  of  the  course  concentrates  on  the  grants  process;  Day  Two  is  devoted 
to  contracting.  Students  will  be  provided  with  a broad  overview  of  conducting  business  with  HHS  including: 
the  organization  of  the  Department,  when  the  grant  or  contract  mechanism  is  used,  the  structure  of  HHS  contracts 
and  grants  processes,  how  to  identify  grant  and  contract  funding  opportunities,  how  to  submit  effective 
proposals/applications,  and  how  to  properly  administer  a contract  or  grant  after  it  has  been  awarded. 

TARGET  POPULATION:  Grants  and  contracts  staff  of  organizations  that  are  presently  doing  business  with  HHS  or 
that  plan  to  submit  applications  for  grants  and/or  proposals  for  contracts.  The  course  is  intended  for  staff 
who  are  inexperienced  with  the  grant  and  contract  mechanisms. 
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DATES  - 1991 


LOCATIONS 


APPLICATION  DEADLINES 


Nov.  18-19 
Dec.  4-5 


Atlanta,  GA 
Rockville,  MD 


November  1 
November  1 


DATES  - 1992 


Jan.  27-28 
Mar.  18-19 
May  18-19 
Jun.  15-16 
Jul.  13-14 
Aug.  10-11 


San  Diego,  CA 
Dallas,  TX 
San  Francisco,  CA 
Rockville,  MD 


November  1 
November  1 


Boston,  MA 
Chicago,  IL 


March  1 
March  1 
March  1 
March  1 


All  courses  will  be  held  from  8:30  a.m.  to  5:00  p.m.  both  days. 

Selection  will  be  made  on  a first-come,  first-served  basis.  Early  application  is  encouraged  because  these 
offerings  are  filled  rapidly. 

COURSE  OUTLINE 


DAY  1 


Introduction  to  HHS  Assistance  (grants/cooperative  agreements)  and  Acquisition  (contracts):  HHS  Mission  and 
Organizational  Structure;  Assistance  vs.  Acquisition  (The  Federal  Grant  and  Cooperative  Agreement  Act);  HHS 
Grant  and  Contract  Expenditures  and  Recipients;  Introduction  to  Types  and  Purposes  of  HHS  Grants;  Roles  of  HHS 
Grants  and  Program  Management  Staff. 

Seeking  and  Applying  for  HHS  Grants/Cooperative  Agreements:  Sources  of  Information;  Understanding  Program 
Announcements;  The  Application  Package;  The  Complete,  Effective  Application;  Competition  and  Objective  Review. 

Negotiation  and  Award  Process  for  Grants/Cooperative  Agreements:  Cost  Analysis  and  Preaward  Review;  Negotiating 
- Clarifying  and  Revising  Proposed  Activities;  Funding  Outcomes;  Contents  of  a Grant  Award  Document;  General 
and  Special  Conditions. 

Grant/Cooperative  Agreement  Post-Award  Issues  and  Concerns:  Monitoring;  Audit;  Appeals;  Progress  Reports; 
Drawdowns;  Financial  Status  Reports;  Grant  Budget  Control;  Cost  Principles  and  Unallowable  Costs;  Purchasing; 
Property  Management. 


DAY  2 


Seeking  HHS  Contracts:  Identifying  HHS  Contracting  Opportunities;  The  Legal  Framework  of  HHS  Contracting;  Small 
Business  Contracting  Programs;  Roles  of  HHS  Contracting  and  Project  Staff. 

Responding  to  Contract  Solicitations:  Small  Purchases  - $25,000  or  Less;  Purchases  Greater  Than  $25,000; 
Preparing  the  Technical  Proposal;  Preparing  the  Business  Proposal. 

Proposal  Submission,  Contract  Negotiation,  and  Award:  Proposal  Submission  and  Evaluation;  Negotiation  and 
Award. 

Contract  Administration:  Initial  Contract  Administration  Steps;  Significant  Contract  Administration  Concerns. 

CLASS  SIZE:  Limited  to  30  participants  per  session  to  maximize  interaction  and  only  one  individual  per 
institution,  per  session. 

ATTENDANCE:  Those  accepted  will  be  expected  to  attend  both  days  of  the  course.  A Certificate  of  Attendance 
will  be  issued  to  all  participants  who  attend  for  both  days. 

COST:  There  will  be  no  charge  for  this  course.  Travel  and  accommodations  will  be  the  responsibility  of 

participants. 

NOTIFICATION  OF  APPLICANTS 

Applicants  selected  will  be  notified  of  their  acceptance  and  provided  with  information  on  the  exact  location 
of  courses  and  suggested  accommodations.  Persons  not  selected  will  not  be  notified. 

TO  APPLY:  Submit  a letter  on  the  employing  organization's  letterhead  that  provides  the  following  information: 
Name  of  applicant 

Employing  organization:  name,  address,  and  telephone  number 
Position  title  of  applicant 

Years  of  experience  with  HHS  grants,  contracts,  or  both 
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Principal  area  of  interest  (grants,  contracts,  or  both) 
Reason  for  wanting  to  take  this  course  (100  words  or  less) 
Course  session  desired 

SEND  LETTER  OF  APPLICATION  TO: 

Training  Coordinator 

Grants  Policy  Branch 

Division  of  Grants  and  Contracts 

Office  of  the  Assistant  Secretary  for  Health,  HHS 

Parklawn  Building,  Room  17A-45 

5600  Fishers  Lane 

Rockville,  MD  20857 


NATIONAL  WORKSHOPS  ON  THE  PROTECTION  OF  HUMAN  SUBJECTS 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  sponsoring  a series  of 
workshops  on  the  responsibilities  of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest 
in  research  involving  human  subjects.  The  meetings  should  be  of  special  interest  to  those  persons  currently 
serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these  workshops  are  relevant  to 
all  other  Public  Health  Service  agencies.  The  current  schedule  includes  the  following: 

NORTH  MIDWESTERN  WORKSHOP 

DATES:  October  17  and  18,  1991 

WORKSHOP  SITE: 

Westin  Hotel 
Renaissance  Center 
Detroit,  MI 

Telephone:  (313)  568-8000 
SPONSORS: 

Children's  Hospital  of  Michigan 
3901  Beaubien  Blvd. 

Detroit,  MI  48201 

Wayne  State  University 
4237  Scott  Hall 
Detroit,  MI  48201 

REGISTRATION  CONTACT: 

Mr.  Jerome  Wilczynski 
Vice  President  for  Operations 
Children's  Hospital  of  Michigan 
3901  Beaubien  Blvd. 

Detroit,  MI  48201  . 

Telephone:  (313)  745-5450 

TOPIC:  Protection  of  Human  Subjects  in  Research:  The  Vulnerable  Patient 
WEST  COAST  WORKSHOP 

DATES:  January  23  and  24,  1992  (REVISED  DATES) 

WORKSHOP  SITE:  Los  Angeles,  CA 
SPONSORS: 

University  of  Southern  California 
Los  Angeles,  CA  90089-4014 

California  State  University  - Los  Angeles 
5151  State  University  Drive 
Los  Angeles,  CA  90032-8202 
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REGISTRATION  CONTACT: 

Ms.  Li ly  Patterson 

Assistant  to  the  Director 

Research  and  Sponsored  Programs 

California  State  University  - Los  Angeles 

5151  State  University  Drive 

Los  Angeles,  CA  90032-8202 

Telephone:  (213)  343-3820 

TOPIC:  Protection  of  Human  Subjects 

SOUTH  MIDWESTERN  WORKSHOP 

DATES:  February  20  and  21,  1992 

WORKSHOP  SITE:  San  Antonio,  TX 

SPONSORS: 

University  of  Texas  Health  Science  Center  at  San  Antonio 

7703  Floyd  Curl  Drive 

San  Antonio,  TX  78284-7972 

St.  Mary's  University 
One  Camino  Santa  Maria 
San  Antonio,  TX  78228-8572 

REGISTRATION  CONTACT: 

Ms.  Angie  Khan 

Institutional  Coordinator  of  Research  Review 
University  of  Texas  Health  Science  Center  at  San  Antonio 
7703  Floyd  Curl  Drive  (Room  402L) 

San  Antonio,  TX  78284-7972 
Telephone:  (512)  567-2351 

TOPIC:  Identifying  and  Assessing  Risks  in  Human  Subject  Research 

NORTHEASTERN  WORKSHOP 

DATES:  April  27  and  28,  1992 

WORKSHOP  SITE:  Philadelphia,  PA 

SPONSORS: 

University  of  Pennsylvania 
133  South  36th  Street 
Suite  300 

Philadelphia,  PA  19104-3246 

Lincoln  University 

Lincoln  Universi ty,  PA  19352 

REGISTRATION  CONTACT: 

Ms.  Lynn  Bevan 

Assistant  Director 

Office  of  Research  Administration 

University  of  Pennsylvania 

133  South  36th  Street,  Suite  300 

Philadelphia,  PA  19104-3246 

Telephone:  (215)  898-2614 

TOPIC:  The  Shifting  Ground:  Current  Issues  for  the  Protection  of  Human  Subjects  on  Biomedical  and  Behavioral 
Research 

For  further  information  regarding  these  workshops  and  future  NIH/FDA  National  Protection  of  Human  Subjects 
Workshops,  please  contact: 

Ms.  Darlene  Marie  Ross 
Executive  Assistant  for  Education 
Division  of  Human  Subject  Protections 
Office  for  Protection  from  Research  Risks 
National  Institutes  of  Health 
9000  Rockville  Pike 
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Building  31,  Room  5B59 
Bethesda,  MD  20892 
Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

COLLABORATIVE  STUDIES  ON  THE  GENETICS  OF  ASTHMA 

RFA  AVAILABLE:  HL-92-04-L 

P.T . 34;  K.U.  0715013,  1002019,  1002058,  0760015 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  February  3,  1992 
Application  Receipt  Date:  April  6,  1992 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI ) announces  the  availability  of  a Request  for  Applications 
(RFA)  on  the  above  subject.  The  purpose  of  this  initiative  is  to  encourage  collaborative  molecular  genetic 
studies  of  asthma  in  human  pedigrees,  combining  molecular  genetic  and  cellular  approaches  with  rigorous 
statistical  genetic  techniques,  to  provide  a better  understanding  of  the  major  genes  involved  in  asthma. 

The  program  will  have  the  participation  of  the  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID) 
scientific  staff;  NIAID  has  particular  interest  in  study  components  related  to  immune  markers  for  asthma. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Collaborative 
Studies  on  the  Genetics  of  Asthma  is  related  to  the  priority  area  of  chronic  disabling  conditions.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  cooperative  agreement  (U01),  an  assistance  mechanism  that 
is  similar  to  the  traditional  NIH  research  grant.  It  differs  from  a research  grant  in  the  extent  and  nature 
of  NHLBI  staff  involvement.  Although  the  financial  plans  for  fiscal  year  1992  include  $2,250,000  for  the  total 
costs  of  this  program,  awards  pursuant  to  this  RFA  are  contingent  upon  receipt  of  funds  for  this  purpose.  It 
is  anticipated  that  up  to  three  awards  will  be  made  under  this  program.  The  specific  number  to  be  funded, 
however,  will  depend  on  the  merit  and  scope  of  the  applications  received  and  the  availability  of  funds. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

ELIGIBILITY 

All  domestic,  public  and  private,  for-profit  and  non-profit,  institutions  and  organizations  are  eligible  to 
apply  in  response  to  this  RFA.  Awards  in  connection  with  this  announcement  will  be  made  to  foreign  institutions 
only  for  research  of  very  unusual  merit,  need,  and  promise,  and  in  accordance  with  PHS  policy  governing  such 
awards. 

INQUIRIES 

Inquiries  regarding  this  program  and  requests  for  the  RFA  document  may  be  addressed  to: 

Susan  P.  Banks-Schlegel,  Ph.D. 

Project  Scientist,  Asthma  and  Cystic  Fibrosis 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  6A15 

Bethesda,  MD  20892 

Telephone:  (301)  496-7332 

FAX:  (301)  496-9886 
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For  fiscal  and  administrative  matters,  contact: 


Tanya  McCoy 

Grants  Management  Specialist 

Grants  Operations  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A17 

Bethesda,  MD  20892 

Telephone:  (301)  496-4970 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.838.  Grants  will  be  awarded 
under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended: 
42  USC  241)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part 
74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  to 
review  by  a Health  Systems  Agency. 


GRANTS  FOR  HEALTH  SERVICES  DISSERTATION  RESEARCH 

RFA  AVAILABLE:  HS-92-01 

P.T.  34;  K.W.  0730050,  0745035 

Agency  for  Health  Care  Policy  and  Research 

Application  Receipt  Date:  January  23,  1992 

PURPOSE 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  announces  the  availability  of  a Request  for  Applications 
(RFA)  for  grants  for  health  services  dissertation  research.  The  AHCPR  conducts  research  that  will  enhance  the 
quality,  appropriateness,  and  effectiveness  of  health  care  services.  The  provision  of  dissertation  grant 
support  is  part  of  the  effort  of  the  AHCPR  to  stimulate  the  development  of  innovative  and  timely  research  on 
issues  related  to  the  delivery  of  health  care  services.  Grant  support  is  designed  to  aid  the  career  development 
of  new  health  services  researchers  and  to  encourage  individuals  from  a variety  of  academic  disciplines  and 
programs  to  study  complex  health  services  delivery  problems. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  AHCPR  urges  applicants  to 
submit  grant  applications  with  relevance  to  specific  objectives  of  this  initiative.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report;  Stock  No.  017-001-00474-0)  (Summary  Report;  Stock  No. 
017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325, 
(telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

A student  applying  for  a dissertation  research  grant  must  be  enrolled  in  an  accredited  doctoral  degree  program 
in  the  social,  management,  medical,  or  health  sciences.  The  student  must  also  be  conducting  or  intending  to 
conduct  dissertation  research  on  issues  related  to  the  delivery  of  health  care  services  as  described  below. 
The  proposed  Principal  Investigator  must  be  a registered  doctoral  candidate  in  resident  or  nonresident  status. 
All  requirements  for  the  doctoral  degree  other  than  the  dissertation  must  be  completed  by  the  time  of  the  award. 
This  information  must  be  verified  in  a letter  of  certification  from  the  thesis  chairperson  and  submitted  with 
the  grant  application  (see  Application  Requirements). 

The  applicant  may  be  either  the  institution  that  will  administer  the  grant  on  behalf  of  the  proposed  Principal 
Investigator  or  the  proposed  Principal  Investigator  applying  as  an  individual.  Whenever  feasible,  the  proposed 
Principal  Investigator  is  encouraged  to  have  the  application  administered  through  an  institution. 

A proposed  Principal  Investigator  for  dissertation  research  grant  support  need  not  be  a citizen  of  the  United 
States.  However,  an  investigator  who  is  not  a citizen  and  does  not  have  a permanent  resident  visa  must  apply 
through  an  institution. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  AHCPR  grant-in-aid  (R03).  Responsibility  for  the  planning,  direction,  and  execution  of 
the  proposed  project  will  be  solely  that  of  the  applicant.  Except  as  otherwise  stated  in  this  RFA,  awards  will 
be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement. 
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FUNDS  AVAILABLE 


AHCPR  expects  to  fund  about  10  to  20  dissertation  research  projects  in  1992.  Awards  will  depend  on  the 
availability  of  funds. 

RESEARCH  OBJECTIVES 

Only  applications  that  propose  studies  in  the  areas  identified  in  section  902  of  the  Public  Health  Service  Act 
are  eligible  for  support.  Section  902  authorizes  research  in  the  following  areas: 

o Effectiveness,  efficiency,  and  quality  of  health  care  services 

o Outcomes  of  health  care  services  and  procedures 

o Clinical  practice,  including  primary  care  and  practice-oriented  research 
o Health  care  technologies,  facilities,  and  equipment 
o Health  care  costs,  productivity,  and  market  forces 
o Health  promotion  and  disease  prevention 
o Health  statistics  and  epidemiology 
o Medical  liability 

Applicants  are  encouraged  to  discuss  the  suitability  of  their  research  topics  by  letter  or  by  phone  with  AHCPR 
staff  members. 

SPECIAL  REQUIREMENTS 

The  budget  of  an  application  for  a dissertation  research  grant  must  not  exceed  $20,000  in  total  direct  costs 
for  the  entire  project  period.  An  application  that  exceeds  this  amount  will  be  returned  to  the  applicant. 

Investigators  must  only  request  support  for  the  amount  of  time  necessary  to  complete  the  dissertation.  A 
dissertation  research  grant  usually  is  awarded  for  a period  of  12  months  or  less  but  may  be  awarded  for  up  to 
17  months. 

An  investigator  who  receives  support  for  dissertation  research  under  a grant  from  AHCPR  may  not  at  the  same  time 
receive  support  under  a predoctoral  or  fellowship  grant  awarded  by  any  other  agency  of  the  U.S.  Department  of 
Health  and  Human  Services. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  CONCERNING  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  RESEARCH  STUDY  POPULATIONS 

AHCPR  observes  NIH  policy  requiring  applicants  for  research  grants  to  include  minorities  and  women  in  study 
populations.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  research,  a clear  compelling 
rationale  should  be  provided.  All  applications  for  research  submitted  to  AHCPR  are  required  to  address  this 
policy  with  respect  to  the  inclusion  of  women  and  minorities.  Applications  without  such  documentation  will  not 
be  accepted  for  review. 

REVIEW  CONSIDERATIONS 

Dissertation  research  grant  applications  will  be  reviewed  under  AHCPR  review  procedures  by  non-Federal  experts, 
senior  AHCPR  staff  members,  and  other  experts  in  the  Federal  Government.  Reviewers  will  be  selected  on  the  basis 
of  their  health  services  research  accomplishments  and  knowledge  and  their  experience  in  research  career 
development.  Because  reviews  are  rigorous,  considerable  methodological  detail  is  important  in  the  narrative 
of  the  application.  All  elements  of  the  application  will  be  considered  in  the  review  process.  Primary  emphasis 
will  be  given  to  the  scientific  merit,  feasibility,  and  relevance  of  the  project  to  the  AHCPR  research 
priorities  noted  above. 

Applications  may  be  subject  to  triage  to  determine  their  scientific  merit  relative  to  other  applications 
received  in  response  to  this  RFA.  The  AHCPR  will  withdraw  from  further  competition  those  applications  judged 
by  triage  to  be  noncompetitive  for  award  and  notify  the  Principal  Investigator  and  institutional  official. 
Those  applications  judged  to  be  competitive  will  undergo  further  scientific  merit  review.  Review  results  and 
funding  decisions  will  be  announced  approximately  five  months  after  the  submission  date.  Review  criteria, 
funding  decisions,  and  continuation  of  support  are  described  below. 

Review  Criteria 

Applications  are  reviewed  to  determine  their  suitability  to  review  criteria  in  four  major  areas:  problem 
significance,  research  design,  personal  qualifications  and  support  structure,  and  budgetary  appropriateness.' 
Detailed  criteria  for  these  areas,  as  they  relate  to  dissertation  research,  are  provided  in  the  RFA. 
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APPLICATION  PROCEDURES 


The  research  grant  application  form  PHS  398  (rev.  10/88)  must  be  used  in  applying  for  these  grants,  in 
accordance  with  the  special  instructions  described  here  and  in  the  application  kit.  Research  grant  application 
materials,  special  instructions  for  dissertation  grant  applications,  and  the  RFA  are  available  from: 

Moshman  Associates  Inc. 

7315  Wisconsin  Avenue 
Suite  410,  North  Tower 
Bethesda,  MD  20814 
Telephone:  (301)  229-3000 

Applications  must  be  submitted  by  Thursday,  January  23,  1992,  to  Division  of  Research  Grants,  Westwood  Building, 
Room  240,  National  Institutes  of  Health,  Bethesda,  MD  20892**.  A letter  from  the  faculty  committee  or 
university  official  directly  responsible  for  supervising  the  development  and  progress  of  the  dissertation 
research  must  be  submitted  with  the  application.  The  letter  must  (1)  fully  identify  the  members  of  the 
committee  and  certify  their  approval  of  the  dissertation  proposal,  (2)  certify  that  all  requirements  for  the 
doctoral  degree  except  the  dissertation  are  completed  (or  will  be  completed  by  the  time  for  the  grant  award), 
and  (3)  note  that  the  university  official  or  faculty  committee  expects  the  doctoral  candidate  to  proceed  with 
the  approved  project  proposal  with  or  without  AHCPR  support. 

FUNDING  DECISIONS 

Reviewers  will  provide  recommendations  with  regard  to  the  scientific  and  technical  merit  of  the  application  and 
whether  it  should  receive  further  consideration.  Funding  decisions  are  based  on  the  recommendations  of  the 
reviewers,  the  relevance  of  the  project  to  program  priorities,  and  the  availability  of  appropriated  funds. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  Direct  inquiries  regarding  instructions 
for  completing  the  application  and  requests  for  the  RFA  to: 

Office  of  Scientific  Review 

Agency  for  Health  Care  Policy  and  Research 

Parklawn  Building,  Room  18A-20 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-3091 

Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 

Ralph  Sloat  ■ - - 

Chief,  Grants  Management  Branch 

Agency  for  Health  Care  Policy  and  Research 

Parklawn  Building,  Room  18A-27 

Rockville,  MD  20857 

Telephone:  (301)  443-4033 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.226.  Awards  are  made  under 
authority  of  title  IX  of  the  Public  Health  Service  Act,  as  amended  (42  USC  299),  and  administered  under  PHS 
grants  policies  and  in  accordance  with  regulations  of  Title  42  of  the  Code  of  Federal  Regulations,  Part  67, 
Subpart  A.  The  requirements  of  Executive  Order  12372,  "Intergovernmental  Review  of  Federal  Programs,"  are  not 
applicable  to  AHCPR  research  grant  programs. 


NEW  THERAPIES  FOR  THE  TREATMENT  AND  CURE  OF  CYSTIC  FIBROSIS 

RFA  AVAILABLE:  DK-92-02 

P.T.  34;  K.W.  0715165,  0755035,  0755040 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
Cystic  Fibrosis  Foundation 

Letter  of  Intent  Receipt  Date:  January  17,  1992 
Application  Receipt  Date:  February  21,  1992 
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PURPOSE 


The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK),  the  National  Heart,  Lung,  and 
Blood  Institute  (NHLBI),  and  the  Cystic  Fibrosis  Foundation  (CFF)  announce  the  availability  of  a Request  for 
Applications  (RFA)  for  investigator-initiated  research  grant  applications  to  develop  and  characterize  new 
therapeutic  approaches  for  the  treatment  and  ultimate  cure  of  cystic  fibrosis  (CF). 

This  solicitation  is  intended  to  capitalize  on  the  identification  of  the  CF  gene,  encoding  the  cystic  fibrosis 
transmembrane  conductance  regulator  (CFTR)  protein,  and  many  of  the  mutations  responsible  for  the  defective 
function  of  this  protein  in  CF.  This  program  will  augment  the  ongoing  NIDDK,  NHLBI,  and  CFF  research  programs 
in  CF  by  providing  an  opportunity  for  investigators  to  translate  progress  in  understanding  the  etiology  and 
pathophysiology  of  CF  into  advances  in  treatment  of  CF. 

The  identification  and  cloning  of  the  CF  gene  and  prediction  of  the  structure  of  its  protein  product  now  present 
the  opportunity  to  direct  therapy  of  CF  at  the  basic  defect.  Promising  approaches  include  gene  therapy,  protein 
therapy,  and  pharmacologic  therapy.  These  developments  together  with  recent  advances  in  gene  transfer 
technology,  structure/function  analysis,  membrane  physiology,  development  of  irrenortal i zed  cells,  and  other 
systems  for  study  of  CF  should  permit  development  of  these  therapeutic  approaches. 

MECHANISM  OF  SUPPORT 

The  NIDDK  and  the  NHLBI  plan  to  support  approximately  10  to  12  applications  submitted  in  response  to  this 
solicitation  and  $2  million  for  this  program  has  been  included  in  the  financial  plans  for  fiscal  year  1992. 
However,  the  specific  number  of  applications  to  be  funded  will  depend  upon  the  overall  merit,  the  scope  of  the 
applications  received,  and  availability  of  funds.  The  CFF  anticipates  supporting  a similar  number  of 
applications.  Although  this  solicitation  is  included  in  the  NIDDK  and  NHLBI  funding  plans  for  Fiscal  Year  1992, 
support  for  this  solicitation  is  contingent  upon  receipt  of  appropriated  funds  for  this  purpose.  Since  a 
variety  of  approaches  would  represent  valid  responses  to  this  solicitation,  it  is  anticipated  that  there  will 
be  a range  of  costs  among  individual  grants  awarded,  however,  prudent  principles  of  cost-containment  should  be 
applied.  With  respect  to  post-award  administration,  the  current  policies  and  requirements  that  govern  the 
research  grant  programs  of  the  NIH  as  described  in  the  PHS  Grants  Policy  Statement  will  prevail. 

Projects  within  the  upper  40th  percentile  of  the  NIH-  approved  but  unfunded  applications  are  eligible  for 
support  by  the  Cystic  Fibrosis  Foundation  (CFF).  Principal  investigators  will  be  responsible  for  forwarding 
copies  of  their  critiques  and  applications  to  the  CFF  for  consideration  for  this  award  mechanism.  CFF  support 
will  be  determined  by  project  scope,  and  duration  of  funding  will  be  limited  to  two  years;  no  funds  for  indirect 
costs  will  be  provided. 

REVIEW  PROCEDURES  AND  CRITERIA 

Upon  receipt,  applications  initially  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  Applications  also  will 
be  reviewed  by  NIH  staff  for  responsiveness  to  the  objectives  of  this  RFA.  Applications  will  first  be  reviewed 
for  scientific  and  technical  merit  by  an  Initial  Review  Group,  that  will  be  convened  by  the  Review  Branch, 
Division  of  Extramural  Activities,  NIDDK.  This  group  will  be  composed  primarily  of  non-federal  scientific 
consultants.  The  applications  will  then  be  reviewed  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases 
Advisory  Council  and  the  National  Heart,  Lung  and  Blood  Advisory  Council.  Review  criteria  include  the  extent 
of  relevance  and/or  contribution  of  the  proposed  research  to  the  overall  goals  and  objectives  of  the  RFA;  the 
novelty,  originality,  and  feasibility  of  the  approach;  the  training,  experience,  and  research  competence  of  the 
investigator(s);  the  adequacy  of  the  experimental  design;  the  suitability  of  the  facilities;  and  the 
appropriateness  of  the  requested  budget  to  the  work  proposed. 

METHODS  OF  APPLYING 

Applications  must  be  submi tted  on  form  PHS  398  (rev.  10/88),  which  is  available  from  an  applicant  institution's 
Office  of  Sponsored  Research  and  from  the  NIH  Division  of  Research  Grants,  Office  of  Grants  Inquiries,  Westwood 
Building,  Room  449,  5333  Westbard  Avenue,  Bethesda,  MD  20892  (telephone:  301/496-7441).  Applicants  must  use 
the  conventional  format  for  research  project  grant  applications  and  ensure  that  the  points  identified  in  this 
announcement  are  fulfilled.  To  identify  the  application  as  a response  to  this  RFA,  check  "yes"  on  item  two  of 
page  one  of  the  application  and  enter  the  title  "New  Therapies  for  the  Treatment  and  Cure  of  Cystic  Fibrosis" 
and  the  RFA  number  DK-92-02.  The  complete  timetable  for  review  is  available  in  the  RFA. 

NIH  policy  requires  that  applicants  for  clinical  research  grants  and  cooperative  agreements  include  minorities 
and  women  in  study  populations  so  that  research  findings  can  benefit  all  persons  with  the  disease,  disorder  or 
condition  under  study.  Specific  information  concerning  the  NIH  policy  on  inclusion  of  women  and  minorities  can 
be  found  in  the  NIH  Guide  for  Grants  and  Contracts  Vol.  19,  No.  31,  August  24,  1990,  pages  18-19,  and  Vol.  19, 
No.  35,  September  28,  1990,  respectively. 

As  in  the  case  with  research  project  grant  applications,  applicants  are  requested  to  furnish  their  own  estimates 
of  the  time  required  to  achieve  the  objectives  of  the  proposed  research  project.  At  the  end  of  the  initial 
award  period,  renewal  applications  may  be  submitted  for  further  competitive  review  through  the  traditional 
research  grant  program  of  the  NIH. 


NIH  Guide  for  Grants  and  Contracts  - Vol.  20,  No.  38  - October  11,  1991 

Page  9 


Applications  must  be  received  by  February  21,  1992.  Any  application  not  received  by  this  date  will  be  returned 
to  the  applicant. 

INQUIRIES 

It  is  essential  that  investigators  obtain  the  RFA.  For  copies  of  the  full  RFA  or  for  further  information, 
investigators  should  contact  the  following  individuals: 

Judith  Fradkin,  M.D. 

Chief,  Endocrinology  and  Metabolic  Diseases  Programs  Branch 
Division  of  Diabetes,  Endocrinology,  and  Metabolic  Diseases 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Uestwood  Building,  Room  603 
Bethesda,  MD  20892 
Telephone:  (301)  496-7791 

Susan  Banks-Schlegel,  Ph.D. 

Director,  Asthma  and  Cystic  Fibrosis  Program 

Division  of  Lung  Disease 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  6A15 

Bethesda,  MD  20892 

Telephone:  (301)  496-7332 

For  fiscal  and  administration  matters  contact: 

Sharon  Tempchin 
Grants  Management  Specialist 
Grants  Management  Branch 
Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Uestwood  Building,  Room  639 
Bethesda,  MD  20892 
Telephone:  (301)  496-746 7 

Tanya  T.  McCoy 

Grants  Management  Specialist 

Grants  Operations  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A17 

Bethesda,  MD  20892 

Telephone:  (301)  496-4970 

For  more  information  about  the  CFF  funding  mechanism,  contact: 

Cystic  Fibrosis  Foundation 
6931  Arlington  Road 
Bethesda,  MD  20814 
Telephone:  (301)  951-4422 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.838,  Lung  Diseases  Research,  and 
No.  93.847,  Diabetes,  Endocrinology,  and  Metabolism.  Awards  will  be  made  under  the  authority  of  the  Public 
Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under 
PHS  grants  policies  and  Federal  Regulations  42  CFR  part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to 
the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 
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INTRODUCTION  AND  BACKGROUND 


The  National  Institute  of  Mental  Health  (NIMH),  the  National  Institute  of  Neurological  Disorders  and  Stroke 
(NINDS),  and  the  National  Institute  on  Aging  (NIA)  invite  applications  for  any  of  the  available  research  grant 
mechanisms  to  fund  research  that  incorporates  neural  systems  research  into  the  study  of  brain  function  and 
behavior.  The  understanding  of  functional  neural  systems  is  of  fundamental  interest  to  NIMH,  NINDS  and  NIA, 
because  abnormalities  of  specific  neural  systems  may  underlie  behavioral  and  functional  disorders. 

Neural  systems  research  refers  to  studies  of  the  interactions  between  individual  neurons,  groups  of  neurons, 
or  nuclei  within  the  brain.  The  key  factor  is  the  multi -synaptic  nature  of  such  interactions.  The  aim  of  the 
neural  systems  research  supported  under  this  announcement  is  to  define  particular  circuits  and  to  understand 
the  contribution(s)  of  circuit  elements  in  normal  and  abnormal  brain  function.  Independent  measures  include, 
but  are  not  limited  to,  the  following  disciplines:  anatomy,  physiology,  biochemistry,  pharmacology,  psychology, 
and  other  behavioral  sciences.  Also  of  interest  would  be  studies  of  the  potential  plasticity  of  the  cellular 
elements  subsequent  to  neuronal  cell  loss  and/or  injury.  Studies  are  also  encouraged  that  aim  to  clarify 
functional  changes  across  the  life  span  and  the  impact  of  the  endocrine  and  inrnune  systems,  and  the  environment 
on  the  functional  activity  of  the  neural  circuit. 

In  these  early  years  of  the  "Decade  of  the  Brain,"  many  of  the  technical  and  analytical  tools  needed  for 
studying  and  understanding  the  brain  and  its  myriad  systems  are  in  place.  To  capitalize  on  these  significant 
opportunities  for  rapid  progress  at  this  auspicious  time,  NIMH,  NINDS,  and  NIA  emphasize  their  commitment  to 
provide  funding  for  neural  systems  research. 

SCOPE 

Applications  are  requested  for  the  following  mechanisms:  traditional  research  grants  (ROD,  First  Independent 
Research  Support  and  Transition  (FIRST)  awards  (R29),  small  grants  (R03),  program  projects  (POD,  institutional 
training  grants  (T32),  career  development  awards  (K-series),  and  individual  fellowships  (F-series),  for  research 
and  research  training  for  the  study  of  the  normal  and  abnormal  functioning  of  neural  systems,  including 
development,  maintenance,  and  pathology  over  the  life  span  of  the  organism.  The  following  are  examples  of  broad 
research  topics  that  would  be  of  interest.  This  list  is  not  intended  to  be  comprehensive,  nor  are  the  examples 
meant  to  be  exclusive. 

o Neuroanatomical  identification  of  neural  circuits  and  their  intrinsic  connectivity  and  interactions  with 
other  circuits  that  form  the  basis  of  normal  and  abnormal  behaviors 

o Immunocytochemical  localization  of  neuropeptides  and  in  situ  hybridization  quantitation  of  neuropeptide  gene 
expression  in  neural  circuits  subserving  specific  functions 

o Electrophysiological  studies  of  the  activity  of  neurochemical ly  discrete  populations  of  neurons  and  neural 
ci rcui ts 

o Biochemical  characterization  of  neurotransmitters  in  neuronal  pathways  mediating  specific  behaviors  and 
elucidation  of  the  functional  dynamics  of  these  circuits 

o Neuroanatomical,  functional,  and  biochemical  interactions  among  the  nervous,  endocrine,  and  immune  systems 

o Organization  of  circadian  systems  and  the  interaction  between  these  systems  and  neuroendocrine,  neuropeptide, 
and  neurotransmitter  systems 

o The  influence  of  behavioral  and  environmental  factors,  such  as  stress  or  experience,  in  altering  the 
structure  and  function  of  specific  neural  circuits 

o Characterization  .of  the  host-graft  neural  circuit  interactions  involved  in  brain  tissue  transplantation 

o Developmental  studies  of  neural  circuit  maturation;  the  role  of  trophic  factors  in  neural  pathway 
maintenance,  neural  circuit  plasticity,  and  response  to  injury 

o Mechanisms  underlying  atypical  synaptic  connectivity  or  organization  in  specific  neural  circuits  that  may 
lead  to  mental  disorders 

o Structural  and  functional  studies  of  the  cortical  and  subcortical  systems  that  have  been  implicated  in  the 
pathophysiology  of  mental  disorders,  exclusive  of  the  neurodegenerative  diseases  of  the  aged 

o Functional  brain  imaging  studies  of  neural  circuits  involved  in  behavioral  processes  that  have  been  shown 
to  be  aberrant  in  mental  disorders 

Applications  may  include  any  of  a wide  array  of  methods  and  approaches,  for  example,  histochemical, 
electrophysiological,  neurochemical,  neuropharmacological,  and  neuroimaging.  The  studies  may  be  conducted  on 
humans  and/or  animals. 
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ELIGIBILITY 


Applications  may  be  submitted  by  public  or  private,  nonprofit  or  for-profit  organizations  such  as  universities, 
colleges,  hospitals,  laboratories,  research  institutions,  units  of  State  or  local  governments,  and  eligible 
agencies  of  the  Federal  Government.  Women  and  minority  investigators  are  encouraged  to  apply. 

APPLICATION  RECEIPT  AND  REVIEW  SCHEDULE 

Dates  for  the  submission  of  new  research  applications  (R01,  R29,  R03,  P01,  and  K-series)  and  review  cycles  are 
as  follows: 


Receipt 

IRG 

Counci l 

Earliest 

Dates 

Review 

Review 

Award 

Feb  1/Mar  1* 

May/ Jun 

Sep/Oct 

Dec  1 

Jun  1/Jul  1* 

Oct/Nov 

Jan/ Feb 

Apr  1 

Oct  1/Nov  1* 

Feb/Mar 

May/Jun 

Jul  1 

‘Amended  research  applications  and  competing  renewals  are  to  be  submitted  on  the  latter  dates. 

Applications  received  after  the  above  receipt  dates  are  subject  to  assignment  to  the  next  review  cycle  or  may 
be  returned  to  the  applicant. 

BECAUSE  INSTITUTIONAL  TRAINING  GRANTS  (T32)  AND  INDIVIDUAL  FELLOWSHIP  APPLICATIONS  (F-series)  HAVE  DIFFERENT 
DEADLINES  AND  APPLICATION  PROCEDURES,  APPLICANTS  ARE  ADVISED  TO  CONTACT  PROGRAM  STAFF  LISTED  BELOW  AND  OBTAIN 
NECESSARY  DOCUMENTATION  PERTAINING  TO  THOSE  MECHANISMS. 

APPLICATION  PROCESS 

Applicants  must  use  the  current  version  of  grant  application  form  PHS  398  (rev.  10/88)  for  research  and  training 
(T32)  grants  or  application  form  PHS  416  (rev.  4/89)  for  fellowships.  The  number  and  title  of  the  program 
announcement,  "PA-92-07,  NEURAL  SYSTEMS  AND  MENTAL,  NEUROLOGICAL  AND  AGING  DISORDERS,"  must  be  typed  in  item 
number  2 on  the  face  page  of  the  PHS  398  application  form  or  item  3 on  the  face  page  of  the  PHS  416. 

Application  kits  containing  the  necessary  forms  and  instructions  for  research  grants  may  be  obtained  from 
business  offices  or  offices  of  sponsored  research  at  most  universities,  colleges,  medical  schools,  and  other 
major  research  facilities.  If  such  a source  is  not  available,  the  program  officials  listed  below  may  be 
contacted  for  the  necessary  application  material. 

The  signed  original  and  the  appropriate  number  of  legible  copies  of  the  completed  application  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

REVIEW  PROCESS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  of  receipt  of  applications  for  most  PHS 
discretionary  grant  programs.  Interest  areas  indicated  in  this  announcement  overlap  with  those  of  other 
Institutes.  The  customary  peer  review  procedures  will  apply.  The  initial  review  groups,  consisting  primarily 
of  non-Federal  scientific  and  technical  experts,  will  review  the  applications  for  scientific  and  technical 
merit.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial  review. 
Applications  will  receive  a second-level  review  by  the  appropriate  national  advisory  council  whose  review  may 
be  based  on  policy  considerations  as  well  as  scientific  merit. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  ADAMHA  AND  NIH  POLICIES  CONCERNING  INCLUSION  OF 
WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

Applications  for  ADAMHA  and  NIH  grants  and  cooperative  agreements  are  required  to  include  both  women  and 
minorities  in  study  populations  for  clinical  research,  unless  compelling  scientific  or  other  justification  for 
not  including  either  women  or  minorities  is  provided.  This  requirement  is  intended  to  ensure  that  research 
findings  will  be  of  benefit  to  all  persons  at  risk  of  the  disease,  disorder,  or  condition  under  study.  For  the 
purpose  of  these  policies,  clinical  research  involves  human  studies  of  etiology,  treatment,  diagnosis, 
prevention,  or  epidemiology  of  diseases,  disorders  or  conditions,  including  but  not  limited  to  clinical  trials; 
and  minorities  include  U.S.  racial/ethnic  minority  populations  (specifically:  American  Indians  or  Alaskan 
Natives,  Asian/Pacific  Islanders,  Blacks,  and  Hispanics). 

ADAMHA  and  NIH  recognize  that  it  may  not  be  feasible  or  appropriate  in  all  clinical  research  projects  to  include 
representation  of  the  full  array  of  U.S.  racial/ethnic  minority  populations.  However,  applicants  are  urged  to 
assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 
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Applications  should  include  a description  of  the  composition  of  the  proposed  study  population  by  gender  and 
racial/ethnic  group,  and  the  rationale  for  the  numbers  and  kinds  of  people  selected  to  participate.  This 
information  should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan  AND  summarized  in 
Section  2,  E,  Human  Subjects. 

Applications  should  incorporate  in  their  study  design  gender  and/or  minority  representation  appropriate  to  the 
scientific  objectives  of  the  work  proposed.  If  representation  of  women  or  minorities  in  sufficient  numbers  to 
permit  assessment  of  differential  effects  is  not  feasible  or  is  not  appropriate,  the  reasons  for  this  must  be 
explained  and  justified.  The  rationale  may  relate  to  the  purpose  of  the  research,  the  health  of  the  subjects, 
or  other  compelling  circumstances  (e.g.,  if  in  the  only  study  population  available  there  is  a disproportionate 
representation  in  terms  of  age  distribution,  risk  factors,  incidence/prevalence,  etc.,  of  one  gender  or 
minority/majority  group). 

If  the  required  information  is  not  contained  within  the  application,  the  review  will  be  deferred  until  it  is 
complete.  Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to 
these  policies.  If  gender  and/or  minority  representation/ justification  are  judged  to  be  inadequate,  reviewers 
will  consider  this  as  a deficiency  in  assigning  the  priority  score  to  the  application. 

All  applications  for  clinical  research  are  required  to  address  these  policies.  Funding  components  will  not 
award  grants  that  do  not  comply  with  these  policies. 

REVIEW  CRITERIA 

Applications  will  be  reviewed  in  accordance  with  the  standard  criteria  appropriate  for  the  grant  mechanism. 
AWARD  CRITERIA 

Awards  will  be  made  on  the  basis  of  overall  scientific  and  technical  merit  of  the  research  as  determined  by  peer 
review,  the  program  needs  and  balance  of  the  awarding  Institute,  and  availability  of  funds. 

TERMS  AND  CONDITIONS  OF  SUPPORT 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct  research  projects,  including 
direct  costs  that  can  be  specifically  identified  with  the  project  and  allowable  indirect  costs  of  the 
institution.  Funds  may  not  be  used  to  establish,  add  a component  to,  or  operate  a treatment,  rehabilitation, 
or  prevention  intervention  service  program.  Support  for  research-related  treatment,  rehabilitation,  or 
prevention  services  and  programs  may  be  requested  only  for  costs  required  by  the  research.  These  costs  must 
be  justified  in  terms  of  research  objectives,  methods,  and  designs  that  promise  to  yield  generalizable  knowledge 
and/or  make  a significant  contribution  to  theoretical  concepts. 

Grants  must  be  administered  in  accordance  with  the  PHS  Grants  Policy  Statement  (rev.  10/90).  Federal 
regulations  at  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92,  generic 
requirements  concerning  the  administration  of  grants,  are  applicable  to  these  awards. 

PERIOD  OF  SUPPORT 

Support  may  be  requested  for  a period  of  up  to  five  years  or  up  to  three  years  for  fellowships.  Annual  awards 
will  be  made  subject  to  continued  availability  of  funds  and  progress  achieved.  A competing  supplemental 
application  may  be  submitted  during  an  approved  period  of  support  to  expand  the  scope  or  protocol  of  a project 
during  the  approved  period.  A competing  continuation  (i.e.,  renewal)  application  may  be  submitted  before  the 
end  of  an  approved  period  of  support  to  continue  a project. 

INQUIRIES 

Additional  information  concerning  this  announcement  may  be  obtained  by  contacting: 

Michael  F.  Huerta,  Ph.D.,  Chief 
Neural  Systems  Program 

Division  of  Basic  Brain  and  Behavioral  Sciences 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  11-105 

Rockville,  MD  20857 

Telephone:  (301)  443-3948 

Fax:  (301)  443-4822 

Herbert  C.  Lansdell,  Ph.D. 

Division  of  Fundamental  Neurosciences 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  916 

Bethesda,  MD  20892 

Telephone:  (301)  496-5745 

Fax:  (301)  402-1501 
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Andrew  A.  Monjan,  Ph.D.f  M.P.H. 

Deputy  Associate  Director 

Neuroscience  and  Neuropsychology  of  Aging  Program 

National  Institute  on  Aging 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-9350 

Fax:  (301)  496-1494 

Information  on  grants  management  issues  may  be  obtained  from: 

Steven  J.  Hudak 

Grants  Management  Section 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-26 

Rockville,  MD  20857 

Telephone:  (301)  443-4596 

Patricia  Driscol l 
Grants  Management  Branch 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  1004 

7500  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-9231 

Margaret  Kuhn 
Grants  Management  Office 
National  Institute  on  Aging 
Building  31,  Room  5C07 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Nos.  93.242,  93.853,  93.854.  Awards 
are  made  under  the  authority  of  Section  301  of  the  Public  Health  Service  Act  as  amended,  PL  78-410,  42  U.S.C. 
241,  the  National  Institute  of  Mental  Health,  the  National  Institute  of  Neurological  Disorders  and  Stroke,  and 
the  National  Institute  on  Aging  will  accept  applications  in  response  to  this  announcement  under  the  receipt 
dates  listed  herein. 


NATIONAL  RESEARCH  SERVICE  AWARD  INDIVIDUAL  FELLOWSHIPS 

PA:  PA-92-08 

P.T.  22;  K.W.  0720005,  0730050 

Application  Receipt  Dates:  January  10,  May  10,  and  September  10 
Agency  for  Health  Care  Policy  and  Research 
PURPOSE  AND  SCOPE 

The  Agency  for  Health  Care  Policy  and  Research  (AHCPR)  announces  the  availability  of  postdoctoral  National 
Research  Service  Award  (NRSA)  individual  fellowships  (F32)  in  health  services  research.  These  postdoctoral 
research  fellowships  provide  opportunities  for  academic  training  as  well  as  experience  in  applying  research 
methods  to  the  systematic  analysis  and  evaluation  of  the  organization,  financing,  utilization,  and  delivery  of 
health  care  services.  Trained  health  services  researchers  have  an  opportunity  to  address  current  policy  issues 
and  contribute  to  an  understanding  and  resolution  of  problems  in  the  Nation's  health  care  system. 

Applied  health  services  research  draws  on  a variety  of  conceptual  and  statistical  models  to  address  policy 
issues.  This  often  requires  collaborative  efforts  among  various  disciplines,  employment  of  empirical  approaches, 
and  analysis  of  complex  data  sets. 

NRSA  research  training  must  provide  the  conceptual  and  methodological  foundation  to  empirically  address  a 
variety  of  topics,  including  the  following: 

o Medical  effectiveness  and  patient  outcomes  research 

o Health  care  services  for  underserved/disadvantaged  populations  (for  example,  minority  health  issues,  rural 
health  care,  methods  to  improve  access/availability) 
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o Costs,  access,  and  quality  of  care  for  the  uninsured  and  underinsured 
o Health  care  services  for  individuals  with  HIV  infections 
o Medical  liability  issues  and  malpractice 

o Clinical  practice-oriented  primary  care,  including  the  natural  history  and  management  of  conditions  commonly 
encountered  in  primary  care  practice 

o Relationships  between  allocations  of  health  care  resources  and  their  effects  on  health  status  and  outcomes 

o Factors  affecting  the  dissemination  and  transfer  of  health  care  technologies  and  the  design  of  new  methods 
to  assess  these  technologies 

o Cost-effectiveness  and  cost-benefit  analysis  of  diagnostic  procedures  and  therapeutic  interventions 

o Health  problems  of  the  frail  and  elderly,  studying  such  factors  as  the  sources  of  funding,  alternative  modes 
of  care,  and  the  availability  and  nature  of  care  provided  by  physicians  and  other  providers,  including  informal 
support 

o Epidemiology  of  chronic  illness  and  geriatric  medicine 
o Health  economics  and  the  role  of  market  forces  in  health  care  delivery 

AHCPR  plans  to  award  a limited  number  of  fellowships  each  fiscal  year  as  funds  are  available.  There  are  three 
application  and  review  cycles  per  year.  See  the  schedule  below  for  application  deadlines,  dates  for  review  and 
notification  of  award,  and  possible  start  dates.  This  announcement  is  in  effect  until  a replacement  or 
termination  notice  is  published. 

ELIGIBILITY 

Applicants  for  postdoctoral  fellowships  must,  at  the  time  they  apply,  be  citizens  of  the  United  States, 
noncitizen  nationals,  or  noncitizens  who  have  been  lawfully  admitted  to  the  United  States  for  permanent 
residence  and  have  in  their  possession  an  Alien  Registration  Receipt  Card  (1-151  or  I-  551).  Noncitizen 
nationals  are  persons  who,  although  not  U.S.  citizens,  owe  permanent  allegiance  to  the  United  States.  They  are 
generally  persons  born  in  lands  that  are  not  States  but  are  under  the  sovereignty,  jurisdiction,  or 
administration  of  the  United  States,  such  as  American  Samoa.  Individuals  on  temporary  or  student  visas  are  not 
eligible. 

Applicants  must  have  received,  by  the  beginning  date  of  the  NRSA  appointment,  a Ph.D. , M.D.,  D.M.D.,  or 
equivalent  doctoral  degree  from  an  accredited  domestic  or  foreign  institution.  Certification  from  an  authorized 
official  of  the  degree-granting  institution  that  all  degree  requirements  have  been  met  is  acceptable. 

An  NRSA  fellowship  may  not  be  used  to  support  studies  leading  to  the  M.D.,  D.D.S.,  D.O.,  or  equivalent 
professional  degree  nor  do  they  support  residency  training. 

APPLICATIONS 

Prior  to  making  formal  application,  an  individual  applicant  must  be  accepted  by  an  appropriate  institution  and 
by  a sponsor  who  will  supervise  the  training  and  research  experience.  The  organizational  setting  must  be 
nonprofit,  either  public  or  private.  The  applicant's  research  training  plan  must  include  a description  of  the 
proposed  activities  under  award  and  the  aims,  significance,  and  experimental  design  and  methods  of  the  research 
proposal.  The  sponsor  must  describe  in  detail  the  research  training  plan  and  the  availability  of  suitable  staff 
and  facilities.  Formal  training  is  not  necessarily  limited  to  a single  academic  institution  or  discipline. 
The  sponsor  must  be  an  established  investigator  who  is  active  in  health  services  research  and  who  personally 
will  supervise  the  applicant's  training  and  research  program. 

Fellowship  applicants  requesting  continued  training  at  the  doctorate  institution  or  under  the  same  sponsor  at 
an  institution  where  they  have  been  training  for  more  than  a year  must  describe  those  opportunities  for  new  or 
additional  training  experiences  that  will  broaden  the  scientific  background  and  perspective. 

Period  of  support:  Applications  may  be  for  one,  two,  or  three  years  of  fellowship  support.  No  one  is  eligible 
for  more  than  three  years  of  aggregate  NRSA  support  at  the  postdoctoral  level,  including  any  combination  of 
support  from  institutional  training  grants  and  individual  research  fellowships. 

Submission  and  review:  Applicants  must  submit  the  original  and  two  copies  of  form  PHS  416-1  (rev.  7/88  or 
4/89),  Individual  National  Research  Service  Award  Application.  If  the  applicant  is  a noncitizen  national,  a 
notarized  statement  of  permanent  residence  is  required.  NRSA  fellowship  application  material  is  available  from: 
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Director,  Office  of  Scientific  Review 
Agency  for  Health  Care  Policy  and  Research 
Parklawn  Building,  Room  18A-20 
Rockville,  MD  20857 
Telephone:  (301)  443-3091 


Applications  are  NOT  to  be  sent  to  AHCPR.  As  shown  on  the  mailing  label  in  the  application  package,  completed 
applications  must  be  addressed  as  follows: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

The  following  is  the  schedule  for  individual  NRSA  application  receipt  and  review  for  fellowship  applications 
assigned  to  AHCPR: 


Application 

Receipt 

Deadline 


Study 

Section 

Review 


Earliest 

Notification  Possible 

to  Applicant  Start  Date 


September  10 
January  10 
May  10 


February 

June 

October 


Apri  l 
July 

November 


May 

August 

December 


REVIEW  CRITERIA 


Applications  for  NRSA  fellowships  will  be  reviewed  by  an  appropriate  review  committee  that  includes  non-Federal 
consultants  from  appropriate  scientific  fields.  The  committee  will  use  the  following  criteria  in  evaluating 
applications: 


o Applicant's  past  academic  and  research  accomplishments 
o Applicant's  research  goals 
o Research  training  program  proposed 

o Qualifications  of  sponsor  and  appropriateness  of  the  training  environment 
o Reference  reports  and  other  relevant  information 

The  recommendations  of  the  review  committee,  program  interests,  and  availability  of  funds  will  be  considered 
in  making  the  final  selection  of  awardees. 


STIPENDS  AND  OTHER  TRAINING  COSTS 


Research  fellowship  awards  include  a stipend  for  the  fellow  and  an  allowance  to  the  sponsoring  institution. 
The  stipend  level  is  determined  by  the  number  of  years  of  relevant  postdoctoral  experience  at  the  time  the  award 
is  issued.  Relevant  experience  may  include  research  experience,  teaching,  internship,  residency,  and  other  time 
spent  in  full-  time  studies  in  a health-related  field  beyond  that  of  the  qualifying  doctoral  degree. 
Postdoctoral  stipends  as  of  August  1991  are  listed  below: 


Years  of 
relevant 

Annual 

experience 

stipend 

None 

$18,600 

1 

19,700 

2 

25,600 

3 

26,900 

Years  of 

relevant  Annual 

experience  stipend 

4 $28,200 

5 29,500 

6 30,800 

7 or  more  32,300 


AHCPR  will  provide  up  to  $3,000  per  12-month  period  to  non-  Federal  sponsoring  institutions 
awardee  expenses  as  tuition  and  fees,  health  insurance,  research  supplies,  equipment,  travel 
meetings,  and  related  items.  No  allowance  is  provided  for  dependents  or  for  an  individual's 
training  site. 


to  cover  such 
to  scientific 
travel  to  the 


The  Tax  Reform  Act  of  1986  (P.L.  99-514)  affected  the  tax  liability  of  all  individuals  supported  under  National 
Research  Service  Awards  made  under  Section  487  of  the  Public  Health  Service  Act.  The  interpretation  and 
implementation  of  the  tax  laws  are  the  domain  of  the  Internal  Revenue  Service  (IRS)  and  the  courts.  Potential 
applicants  should  consult  IRS  to  clarify  the  applicability  of  the  tax  laws  to  their  situations  and  to  determine 
what  steps  must  be  taken  to  fulfill  tax  obligations. 
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CONDITIONS  OF  THE  AWARD 


Fellowships  are  awarded  for  full-time  research  training.  However,  it  is  recognized  that  there  is  a close 
interrelationship  between  teaching  and  research  in  the  academic  environment.  Fellows  are  permitted,  with  the 
approval  of  the  sponsor,  to  undertake  teaching  that  can  contribute  meaningfully  to  their  academic  training. 
Any  teaching  undertaken  by  a fellow  may  not  occupy  more  than  ten  percent  of  work  time  during  the  year  or  exceed 
four  hours  per  week. 

NRSA  stipends  may  be  supplemented  by  the  sponsoring  institution  from  non-Federal  funds.  No  Federal  funds  may 
be  used  for  stipend  supplementation  without  permission  from  AHCPR.  Under  no  circumstances  may  the  conditions 
of  stipend  supplementation  detract  from  or  prolong  the  training. 

An  NRSA  research  fellowship  may  not  be  held  concurrently  with  another  Federally  sponsored  fellowship  or  similar 
Federal  award  that  provides  a stipend  or  otherwise  duplicates  provisions  of  the  NRSA.  However,  an  individual 
may  accept  concurrent  educational  remuneration  from  the  Department  of  Veterans  Affairs,  such  as  support  under 
the  G.I.  Bill  and  Federal  loan  funds. 

Activation:  The  awardee  must  start  work  on  the  fellowship  within  six  months  of  the  date  of  issue  of  the  award 
notice. 

Payback  provision:  Before  an  award  is  made,  the  fellow  must  sign  an  agreement  to  fulfill  the  legislatively 
mandated  payback  requirements.  Recipients  are  required  to  agree  to  conduct  full-time  health  services  research 
or  related  teaching  or  both  for  a period  of  time  equal  to  the  period  of  NRSA  support  in  excess  of  12  months. 
The  NRSA  Project  Officer  may  be  contacted  for  further  specifics  of  the  payback  provision.  After  an  individual 
has  had  12  months  of  NRSA  support,  all  subsequent  support  is  subject  to  payback. 

Recipients  must  begin  the  obligated  service  on  a continuous  basis  within  two  years  after  termination  of  NRSA 
support.  For  individuals  who  fail  to  fulfill  their  obligation,  the  United  States  is  entitled  to  recover  the 
total  amount  paid  to  the  individual  for  the  obligated  period,  plus  interest.  Financial  repayment  must  be 
completed  within  three  years. 

Under  certain  conditions,  the  Secretary  of  Health  and  Human  Services  may  extend  the  period  for  undertaking 
service  or  for  repayment,  permit  breaks  in  service,  or  otherwise  waive  or  suspend  the  payback  obligation  of  an 
individual . 


INQUIRIES 


Further  program  information  is  available  from: 


NRSA  Project  Officer 

Center  for  Research  Dissemination  and  Liaison 
Agency  for  Health  Care  Policy  and  Research 
Parklawn  Building,  Room  18A-10 
Rockville,  MD  20857 
Telephone:  (301)  443-2904 

Further  fiscal  and  administrative  information  is  available  from: 


Chief,  Grants  Management  Branch 
Agency  for  Health  Care  Policy  and  Research 
Parklawn  Building,  Room  18A-27 
Rockville,  MD  20857 


AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.225.  The  authority  for  NRSA  is 
Section  487  of  the  Public  Health  Service  Act,  as  amended  (42  U.S.C.  288).  Title  42  of  the  Code  of  Federal 
Regulations,  Part  66  and  the  PHS  Grants  Policy  Statement  are  applicable.  The  requirements  of  Executive  Order 
12372,  "Intergovernmental  Review  of  Federal  Programs,"  are  not  applicable  to  AHCPR  training  grant  programs. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM 
STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS 
WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR  SHOWING  A STREET 
ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  Maryland  20816 
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NOTICES 

NOTICE  OF  POLICY  CHANGE  2 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 
INDEX:  ALCOHOL,  DRUG,  AND  MENTAL  HEALTH  ADMINISTRATION 

NATIONAL  WORKSHOPS  ON  THE  PROTECTION  OF  HUMAN  SUBJECTS  2 

National  Institutes  of  Health 
Food  and  Drug  Administration 

INDEX:  NATIONAL  INSTITUTES  OF  HEALTH;  FOOD  AND  DRUG  ADMINISTRATION 

NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

CLINICAL  TRTALS  OF  BIOLOGICAL  RESPONSE  MODIFIERS  (MAA  NCI -CM-27732-49)  4 

National  Cancer  Institute 
INDEX:  CANCER 

TUBERCULOSIS  RESEARCH  MATERIALS  (RFP  N I H - N I A I D -DM  I D -92-05 ) 4 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

SPECIALIZED  CENTERS  OF  RESEARCH  FOR  ACUTE  LUNG  INJURY.  CARDIOPULMONARY  DISORDERS  OF 
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NOTICES 


NOTICE  OF  POLICY  CHANGE 
P.T.  22;  K.W.  0720005,  1014006 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

The  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA)  announces  that  effective  immediately, 
applications  for  the  Individual  National  Research  Service  Award  (NRSA)  must  be  accompanied  by  at  least  three 
completed,  sealed,  reference  letters  (as  described  in  the  instructions  for  application  form  PHS  416-1). 
Applications  not  containing  these  letters  will  be  returned  to  the  applicant  without  review. 

The  receipt  and  review  schedule  for  the  NIH  and  ADAMHA  NRSA  Individual  Fellowship  awards  is  unchanged.  The 
following  schedule  remains  in  effect: 

RECEIPT  INITIAL  REVIEW  APPROXIMATE  START  DATE 

Jan  10  Jun/Jul  Aug 

May  10  Oct/Nov  Jan 

Sep  10  Feb/Mar  May 


NATIONAL  WORKSHOPS  ON  THE  PROTECTION  OF  HUMAN  SUBJECTS 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  sponsoring  a series  of 
workshops  on  the  responsibilities  of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest 
in  research  involving  human  subjects.  The  meetings  should  be  of  special  interest  to  those  persons  currently 
serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these  workshops  are  relevant  to 
all  other  Public  Health  Service  agencies.  The  current  schedule  includes  the  following: 

NORTH  MIDWESTERN  WORKSHOP 

DATES:  October  17  and  18,  1991 

WORKSHOP  SITE: 

Westin  Hotel 
Renaissance  Center 
Detroit,  MI 

Telephone:  (313)  568-8000 
SPONSORS: 

Children's  Hospital  of  Michigan 
3901  Beaubien  Blvd. 

Detroit,  MI  48201 

Wayne  State  University 
4237  Scott  Hall 
Detroit,  MI  48201 

REGISTRATION  CONTACT: 

Mr.  Jerome  Wilczynski 
Vice  President  for  Operations 
Children's  Hospital  of  Michigan 
3901  Beaubien  Blvd. 

Detroit,  Ml  48201 
Telephone:  (313)  745-5450 

TOPIC:  Protection  of  Human  Subjects  in  Research:  The  Vulnerable  Patient 
WEST  COAST  WORKSHOP 

DATES:  January  23  and  24,  1992  (REVISED  DATES) 

WORKSHOP  SITE:  Los  Angeles,  CA 
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SPONSORS: 

University  of  Southern  California 
Los  Angeles,  CA  90089-4014 

California  State  University  - Los  Angeles 
5151  State  University  Drive 
Los  Angeles,  CA  90032-8202 

REGISTRATION  CONTACT: 

Ms.  Li ly  Patterson 

Assistant  to  the  Director 

Research  and  Sponsored  Programs 

California  State  University  - Los  Angeles 

5151  State  University  Drive 

Los  Angeles,  CA  90032-8202 

Telephone:  (213)  343-3820 

TOPIC:  Protection  of  Human  Subjects 

SOUTH  MIDWESTERN  WORKSHOP 

DATES:  February  20  and  21,  1992 

WORKSHOP  SITE:  San  Antonio,  TX 

SPONSORS: 

University  of  Texas  Health  Science  Center  at  San  Antonio 

7703  Floyd  Curl  Drive 

San  Antonio,  TX  78284-7972 

St.  Mary's  University 
One  Camino  Santa  Maria 
San  Antonio,  TX  78228-8572 

REGISTRATION  CONTACT: 

Ms.  Angie  Khan 

Institutional  Coordinator  of  Research  Review 
University  of  Texas  Health  Science  Center  at  San  Antonio 
7703  Floyd  Curl  Drive  (Room  402L) 

San  Antonio,  TX  78284-7972 
Telephone:  (512)  567-2351 

TOPIC:  Identifying  and  Assessing  Risks  in  Human  Subject  Research 

NORTHEASTERN  WORKSHOP 

DATES:  April  27  and  28,  1992 

WORKSHOP  SITE:  Philadelphia,  PA 

SPONSORS: 

University  of  Pennsylvania 
133  South  36th  Street 
Suite  300 

Philadelphia,  PA  19104-3246 

Lincoln  University 

Lincoln  University,  PA  19352 

REGISTRATION  CONTACT: 

Ms.  Lynn  Bevan 

Assistant  Director 

Office  of  Research  Administration 

University  of  Pennsylvania 

133  South  36th  Street 

Suite  300 

Philadelphia,  PA  19104-3246 
Telephone:  (215)  898-2614 

TOPIC:  The  Shifting  Ground:  Current  Issues  for  the  Protection  of  Human  Subjects  on  Biomedical  and  Behavioral 
Research 
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For  further  information  regarding  these  workshops  and  future  NIH/FDA  National  Protection  of  Human  Subjects 
Workshops,  please  contact: 

Ms.  Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockvi lie  Pike 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

CLINICAL  TRIALS  OF  BIOLOGICAL  RESPONSE  MODIFIERS 

MAA  AVAILABLE:  NCI -CM-27732-49 
P.T.  34;  K.W.  0755015,  0740015 
National  Cancer  Institute 

The  National  Cancer  Institute  (NCI),  Division  of  Cancer  Treatment  (DCT),  Biological  Resources  Branch  (BRB), 
Biological  Response  Modifiers  Program  (BRMP),  is  soliciting  proposals  for  highly  innovative  approaches  to 
evaluate  new  agents  or  concepts  in  cancer  therapy  with  Biological  Response  Modifiers  (BRMs).  Proposals  are 
sought  from  investigators  who  have  extensive  preclinical  experience  in  the  area  of  the  proposal  and  the  unique 
technical  capabilities  to  address  the  issues  of  mechanisms  of  action  essential  for  the  early  clinical 
development  of  new  BRM  regimens.  Proposals  may  be  from  single  institutions,  consortia,  non-profit,  and 
commercial  entities. 

The  BRMP  specifically  intends  to  establish  Master  Agreements  (MAs)  under  which  MA  holders  will  compete  for 
subsequent  Master  Agreement  Orders  (MAOs)  for  novel  strategies  for  cancer  treatment  with  BRMs.  A clinical  study 
of  BRMs  consisting  of  at  least  one  clinical  protocol  shall  be  conducted  by  the  MA  holder  for  each  MAO  award. 
Depending  upon  the  availability  of  funds,  a limited  number  of  MAOs  may  be  awarded  at  the  time  of  award  of  MAs. 
Offerors  competing  for  this  MA  will  be  required  to  include  as  part  of  the  proposal  a specific  proposal  for  a 
clinical  trial.  The  MA  holder  shall  conduct  a Phase  la,  lb,  or  Phase  II  trial  of  BRMs  in  accordance  with  NCI- 
approved  protocols  that  are  submitted  in  response  to  individual  specific  MAOs  issued  under  the  MA.  The 
objectives  of  a Phase  la  trial  are  to  provide  the  parameters  and  characteristics  of  side  effects  and  toxicity, 
and  to  establish  the  dose  limiting  toxicity  and  the  maximum  tolerated  dose.  The  objectives  of  a Phase  lb  trial 
are  to  establish  the  optimal  biological  dose,  i.e.,  the  dose  that  produces  the  optimal  desired  response  by  route 
and  schedule  of  administration,  for  the  parameters  deemed  important  with  respect  to  a particular  biologic  agent. 
The  major  objective  of  a Phase  II  trial  is  the  determination  of  therapeutic  efficacy  in  defined  patient 
populations.  This  procurement  is  unrestricted.  The  Standard  Industrial  Classification  (SIC)  code  is  8731. 

Master  Agreement  Announcement  (MAA)  No.  NCI -CM-27732-49,  will  be  available  on  or  about  October  25,  1991,  and 
responses  wilt  be  due  approximately  eight  weeks  thereafter. 

Master  Agreements  (MAs)  will  be  awarded  beginning  approximately  June  30,  1992  to  all  offerors  determined  to  have 
submitted  technically  acceptable  proposals.  Requests  for  the  MAA  must  reference  the  MAA  number  and  be  sent  to: 

Ms.  Sandra  G.  Lehner,  Contract  Specialist 
National  Cancer  Institute 
Research  Contracts  Branch,  TCS 
Executive  Plaza  South,  Room  603 
9000  Rockville  Pike 
Bethesda,  MD  20892 


TUBERCULOSIS  RESEARCH  MATERIALS 

RFP  AVAILABLE:  NIH-NIAID-DMID-92-05 

P.T.  34;  K.W.  0715165,  0710060,  1003008 

National  Institute  of  Allergy  and  Infectious  Diseases 

Proposed  Receipt  Date:  January  9,  1992 

The  Bacteriology  and  Mycology  Branch  of  the  Division  of  Microbiology  and  Infectious  Diseases  of  the  National 
Institute  of  Allergy  and  I nf ect i ous  D i seases  (N I AID)  announces  the  avai lability  of  a Request  for  Proposals  (RFP) 
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from  investigators  having  the  capabilities  and  facilities  to  devise  an  analytical  method(s)  for  the 
determination  of  the  profile  of  M.  tuberculosis  surface  antigens  to  be  employed  in  biological  test  systems. 


This  NIAID  project  will  take  approximately  five  years  to  complete.  One  completion  type  contract  is  anticipated. 
RFP-N1H-NIAID-DMID-92-05  shall  be  issued  on  or  about  October  31,  1991,  with  a closing  date  for  receipt  of 
proposals  tentatively  set  for  January  9,  1992.  To  receive  a copy  of  this  RFP,  please  supply  this  office  with 
two  self-addressed  labels.  Requests  for  the  RFP  shall  be  directed  in  writing  to: 

Ann  Link  ins 

Contract  Management  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Control  Data  Building,  Room  3C07 
6003  Executive  Boulevard 
Bethesda,  MD  20892 


SPECIALIZED  CENTERS  OF  RESEARCH  FOR  ACUTE  LUNG  INJURY.  CARDIOPULMONARY  DISORDERS  OF  SLEEP.  AND  CYSTIC  FIBROSIS 

RFA  AVAILABLE:  HL-92-02-L 

P.T.  04;  K.W.  0715165,  0715187,  0755030,  0765033,  0745020,  0745027 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  April  17,  1992 
Application  Receipt  Date:  August  3,  1992 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  announces  the  availability  of  a Request  for  Applications 
(RFA)  on  the  above  subject.  The  primary  objective  of  the  Specialized  Center  of  Research  (SCOR)  program  is  to 
foster  multidisciplinary  basic  and  clinical  research  so  that  advances  in  the  basic  sciences  are  rapidly  applied 
to  clinical  problems.  It  is  expected  that  results  from  these  SCOR  grants  will  have  an  impact  on  the  prevention, 
diagnosis,  and  treatment  of  acute  lung  injury,  cardiopulmonary  disorders  of  sleep,  and  cystic  fibrosis. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA  is  related  to  the 
priority  areas  of  maternal  and  infant  health,  chronic  disabling  conditions,  and  unintentional  injuries. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-  001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1 ) through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-  9325  (telephone  202-783-3238). 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  Specialized  Center  of  Research  grant  (P50).  Although  the 
financial  plans  for  fiscal  years  1993  and  1994  include  $11,000,000  for  the  total  costs  of  this  program,  award 
of  grants  pursuant  to  this  RFA  is  contingent  upon  receipt  of  funds  for  this  purpose.  It  is  anticipated  that 
up  to  11  grants  will  be  awarded  under  this  program.  The  specific  number  to  be  funded,  however,  will  depend  on 
the  merit  and  scope  of  the  applications  received  and  the  availability  of  funds. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

ELIGIBILITY 


Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  Governments,  and  eligible  agencies  of 
the  Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged. 

METHOD  OF  APPLYING 

Letter  of  Intent 


To  facilitate  Institute 
before  April  17,  1992. 
involved,  and  any  partic 


planning,  applicants  are  requested  to  submit  a letter  of 
The  letter  should  indicate  the  SCOR's  emphasis  and  theme, 
i pants  outside  the  applicant  institution. 


intent  to  the  NHLBI  on 
investigators  who  might 


or 

be 
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The  Institute  requests  such  letters  only  for  the  purpose  of  providing  an  indication  of  the  number  and  scope  of 
applications  to  be  received  and,  therefore,  usually  does  not  acknowledge  their  receipt.  A letter  of  intent  is 
not  binding;  it  will  not  enter  into  the  review  of  any  application  subsequently  submitted,  nor  is  it  a 
requirement  for  submission. 

The  letter  of  intent  is  to  be  sent  to: 

Charles  L.  Turbyfill,  Ph.D. 

Review  Branch,  Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
Westwood  Building,  Room  553 
Bethesda,  MD  20892 

Format  for  Applications 

Submit  applications  on  form  PHS  398  (rev.  10/88),  the  same  form  used  for  the  traditional  research-project  grant. 
This  form  is  available  in  an  applicant  institution's  office  of  sponsored  research  or  business  office  and  from 
the  Division  of  Research  Grants,  Office  of  Grants  Inquiries,  Westwood  Building,  Room  449,  5333  Westbard  Avenue, 
Bethesda,  MD  20892  (telephone:  301/496-7441).  Specific  instructions  for  preparing  a SCOR  application  are 
available  from  Dr.  Suzanne  Hurd  at  the  address  below. 

Submission  of  Application 

Send  or  deliver  the  completed  application  and  four  signed  exact  photocopies  by  August  3,  1992,  to: 

Division  of  Research  Grants 
Westwood  Building,  Room  240 
National  Institutes  of  Health 
Bethesda,  MD  20892** 

In  addition,  two  signed  copies  of  the  application  must  be  sent  directly  to  Dr.  Charles  L.  Turbyfill  at  the 
address  listed  under  Letter  of  Intent.  Applications  not  received  by  August  3,  1992,  will  be  considered 
ineligible. 

INQUIRIES 

Inquiries  regarding  this  program  and  requests  for  the  RFA  document  may  be  addressed  to: 

Suzanne  S.  Hurd,  Ph.D. 

Director,  Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  6A16 

Bethesda,  MD  20892 

Telephone:  (301)  496-7208 

FAX:  (301)  496-9886 

For  fiscal  and  administrative  matters,  contact: 

Mr.  Raymond  Zimmerman 

Section  Chief,  Grants  Operations  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A17 

Bethesda,  MD  20892 

Telephone:  (301)  496-4970 

AUTHORITY  AND  REGULATIONS 

The  programs  of  the  Division  of  Lung  Diseases  of  the  National  Heart,  Lung,  and  Blood  Institute  are  identified 
in  the  Catalog  of  Federal  Domestic  Assistance,  Number  93.838.  Awards  will  be  made  under  the  authority  of  the 
Public  Health  Service  Act,  Section  301  (42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal 
regulations,  most  specifically  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  to  Health  Systems  Agency  review. 


TUBERCULOSIS  DRUG  DEVELOPMENT 

RFA  AVAILABLE:  AI-91-16 

P.T.  34;  K.W.  0715165,  0755025,  1002027 

National  Institute  of  Allergy  and  Infectious  Diseases 
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Letter  of  Intent  Receipt  Date:  January  10,  1992 
Application  Receipt  Date:  March  10,  1992 

PURPOSE 

The  Bacteriology  and  Mycology  Branch  (BMB)  of  the  Division  of  Microbiology  and  Infectious  Diseases  (DMID)  of 
the  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  announces  the  availability  of  a Request  for 
Applications  (RFA)  focused  on  the  development  of  new  drugs  for  the  treatment  of  tuberculosis.  The  growing 
problems  of  multiple-drug  resistance,  patient  and  provider  noncompliance,  and  actual  and  perceived  toxicity  of 
anti -tuberculosis  agents,  must  be  addressed.  New  drugs  are  needed  to  shorten  current  therapy,  treat  patients 
with  drug-resistant  disease,  and  provide  for  more  effective  preventive  therapy.  The  purpose  of  this  RFA  is  to 
solicit  research  applications  that  focus  on  the  development  of  new  and  more  effective  anti -tuberculosis  agents. 

ELIGIBILITY  REQUIREMENTS 

Domestic  universities,  medical  colleges,  hospitals,  and  other  public  and  private  research  institutions, 
including  State  and  local  government  units,  are  eligible.  Awards  to  foreign  institutions  under  this  RFA  will 
be  made  only  for  research  of  unusually  high  merit,  need,  and  promise,  and  in  accordance  with  PHS  policy 
governing  such  awards.  Applications  from  minority  investigators  and  women  are  encouraged. 

BACKGROUND 

Multi -drug  treatment  of  tuberculosis  requires  compliance  with  therapy  for  at  least  six  months.  Many  patients 

stop  taking  drugs  or  fail  to  return  for  appointments  as  soon  as  they  begin  feeling  better.  This  may  lead  to 

treatment  failure,  drug  resistance,  and  even  death.  The  best  treatment  regimens  are  too  expensive  for  resource- 
poor  countries  with  a large  tuberculosis  problem.  Alarmingly  high  rates  of  resistance  have  developed  to  the 
less  expensive  drugs  (Isoniazid  and  Streptomycin)  used  in  these  countries.  The  situation  has  been  further 

complicated  by  recent  outbreaks  of  mul t i -drug- resistant  (MDR)  tuberculosis  in  the  United  States.  These 

outbreaks  involve  strains  of  Mycobacterium  tuberculosis  that  are  resistant  to  both  Isoniazid  and  Rifampin.  To 
further  complicate  the  problem,  outbreaks  of  MDR-tuberculosis  have  occurred  among  persons  infected  with  human 
immunodeficiency  virus.  It  is  apparent  that  there  is  a great  need  for  the  development  of  new  and  more  effective 
drugs  for  the  treatment  of  tuberculosis. 

RESEARCH  GOALS  AND  SCOPE 

The  purpose  of  this  RFA  is  to  stimulate  research  in  the  development  of  new  drugs  for  the  treatment  of 
tuberculosis.  The  need  for  this  research  is  underscored  by  the  fact  that  it  has  been  nearly  two  decades  since 
the  introduction  of  an  effective  new  drug  for  the  treatment  of  tuberculosis.  There  are  several  challenges  in 
the  treatment  of  tuberculosis  including  the  length  of  treatment,  development  of  resistance,  lack  of  alternative 
agents,  and  toxicity  of  existing  agents.  The  major  objective  of  this  RFA  is  to  encourage  research  aimed  at  the 
development  of  new  anti -tuberculosis  agents  with  one  or  more  of  the  following  characteristics: 

o bactericidal  for  a critical  proportion  of  both  actively  growing  and  quiescent  bacilli 

o can  be  administered  over  a period  of  treatment  not  longer  than  eight  weeks  (such  a short  course  of  treatment 
is  considered  important  to  assuring  compliance  with  therapy) 

o possess  a long  half-life  without  toxicity 

o can  be  administered  orally 

o resistance  to  the  drug  should  not  develop  during  the  course  of  therapy. 

The  applicant  must  consider  the  application  of  molecular  biology  to  tuberculosis  drug  development  and  the 
mechanisms  of  action  and  mechanisms  of  resistance  of  potential  anti-tuberculosis  drugs.  Studies  of  the  growth, 
physiology,  and  biochemistry  of  M.  tuberculosis  would  significantly  enhance  the  development  of  new  drugs.  New 
drug  development  must  include  in  vitro  testing,  in  vivo  studies  in  suitable  animal  models,  and  lead  to  the 
initiation  of  clinical  trials. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  cormiitted  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  TUBERCULOSIS  DRUG 
DEVELOPMENT,  is  related  to  the  priority  area  of  HIV  infection.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202-783-3238). 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  traditional  individual  research  grant  (R01).  Responsibility 
for  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant. 
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N I A I D anticipates  making  two  awards  as  a result  of  this  request.  However,  the  number  of  awards  to  be  made  is 
dependent  upon  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit  and  upon  the  availability 
of  funds.  If  appropriate,  collaboration  with  other  investigators  and  institutions  is  encouraged.  NIAID  staff 
anticipates  that  each  application  would  be  a comprehensive  single  project  (i.e.,  not  a multiproject 
application).  It  is  expected  that  the  initial  year's  awards  for  successful  applications  will  average  $500,000 
in  total  (direct  plus  indirect)  costs  for  each  award,  although  each  award  may  be  slightly  higher  or  lower. 
Awards  will  be  made  for  a project  period  of  up  to  five  years.  Awards  to  applicant  institutions  outside  the 
United  States  will  be  limited  to  three  years.  The  earliest  possible  award  date  is  September  30,  1992.  NIAID 
has  no  plans  to  reissue  this  announcement.  At  the  end  of  the  initial  competitive  segment,  awardees  may  apply 
for  continuation  through  the  competing  renewal  process  for  R01  grants. 

METHOD  OF  APPLYING 

Prospective  applicants  are  asked  to  submit  by  January  10,  1992,  a letter  of  intent,  addressed  to  Dr.  Olivia 
Preble,  that  includes  a descriptive  title  of  the  overall  proposed  research,  the  name  of  the  Principal 
Investigator,  and  a list  of  the  names  of  key  investigators  and  their  institution(s).  The  letter  of  intent  is 
requested  in  order  to  provide  an  indication  of  the  number  and  scope  of  applications  to  be  reviewed  to  allow 
early  preparations  for  review,  as  well  as  to  promote  early  interactions  between  applicants  and  NIAID  staff. 
The  letter  of  intent  is  not  binding  and  does  not  commit  the  sender  to  submit  an  application,  nor  is  it  a 
requirement  for  submission  of  an  application. 

Format  of  Applications:  Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88),  the  application  form  for 
research  grants.  Application  kits  are  avai lable  at  most  institutional  business  offices  and  may  be  obtained  from 
the  Office  of  Grants  Inquiries,  Room  449,  Westwood  Building,  Division  of  Research  Grants,  NIH,  Bethesda,  MD 
20892,  Telephone  (301)  496-7441).  The  format  and  detail  applicable  to  research  grant  applications  should  be 
followed,  and  the  requirements  specified  under  Review  Criteria  must  be  fulfilled. 

For  purposes  of  identification  and  processing,  mark  "yes"  in  item  2 on  the  face  page  of  the  application  and  type 
in  the  words  TUBERCULOSIS  DRUG  DEVELOPMENT  and  the  RFA  number  AI-91-16. 

The  RFA  label  available  in  the  form  PHS-398  (rev.  10/88)  must  be  affixed  to  the  bottom  of  the  face  page  of  the 
original  signed  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application 
such  that  it  may  not  reach  the  committee  in  time  for  review. 

The  research  proposed  must  describe  plans  to  accommodate  the  RFA  research  program  requirements  and  NIAID  staff 
involvement. 

Application  Procedure:  The  completed  original  application  and  four  exact  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892 

INQUIRIES 

Investigators  seeking  a copy  of  the  RFA  and  information  relevant  to  this  RFA  may  contact: 

Dr.  Darrel  Gwinn 
Tuberculosis  Program  Officer 

Division  of  Microbiology  and  Infectious  Diseases 
National  Institute  of  Allergy  and  Infectious  Diseases 
6003  Executive  Blvd.,  Room  3A03 
Bethesda,  MD  20852 
Telephone:  (301)  496-7728 

For  fiscal  and  administrative  matters,  contact: 

Mr.  Todd  Bal  l 

Chief,  Microbiology  and  Infectious  Diseases  Grants  Management  Section 

National  Institute  of  Allergy  and  Infectious  Diseases 

6003  Executive  Blvd.,  Room  415P 

Bethesda,  MD  20852 

Telephone:  (301)  496-7075 

For  information  about  review  procedures,  contact: 

Dr.  01 ivia  Preble 

Chief,  Microbiology  and  Immunology  Review  Section 
Program  and  Project  Review  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
6003  Executive  Blvd.,  Room  429P 
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Bethesda,  MD  20852 
Telephone:  (301)  496-8208 

AUTHORITY  AND  REGULATIONS 


This  program  is  supported  under  authorization  of  the  Public  Health  Service  Act,  Sec.  301(c),  Public  Law  78-410; 
as  amended.  The  catalog  of  Federal  Domestic  Assistance  citation  is  Sec.  93.856,  Microbiology  and  Infectious 
Diseases  Research.  Awards  will  be  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part 
52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive 
Order  12372  or  Health  Systems  Agency  review. 


RECRUITMENT  AND  RETENTION  OF  UNDERREPRESENTED  MINORITIES  INTO  ACADEMIC  RESEARCH 

RFA  AVAILABLE:  DK-92-09 
P.T.  14,  34,  FF;  K.U.  0710030 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  February  21,  1992 
Application  Receipt  Date:  March  20,  1992 

PURPOSE 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD)  of  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  (NIDDK)  recognizes  the  need  to  increase  the  number  of  underrepresented  minorities 
committed  to  scientific  careers  in  research  areas  served  by  the  DKUHD.  This  program  is  primarily  aimed  at 
recently  trained  M.D.  and/or  Ph.D.  minority  investigators.  The  program  will  enable  the  minority  applicant  to 
accept  a tenure-earning  position,  gain  additional  research  experience,  and  obtain  preliminary  data  on  which  to 
base  a subsequent  research  grant  application  in  kidney,  urologic,  or  hematologic  research. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Request  for  Applications 
(RFA),  Recruitment  and  Retention  of  Underrepresented  Minorities  in  Academic  Research,  is  related  to  the  priority 
area  of  increasing  underrepresented  minority  health  scientists.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

The  applicant  must  be  either  Black,  Hispanic,  Native  American,  Pacific  Islander,  or  other  ethnic  or  racial  group 
members  underrepresented  in  biomedical  or  behavioral  research.  The  applicant  must  be  a citizen  or  non-citizen 
national  of,  or  have  been  lawfully  admitted  to  the  United  States  for  permanent  residence. 

Applicants  may  not  hold,  or  apply  for  concurrently  any  other  PHS  research  project  grant  at  the  time  of  this 
application.  Priority  will  be  given  to  those  applicants  without  a record  of  having  been  a Principal 
Investigator  on  a major  research  grant. 

RESEARCH  OBJECTIVES 

The  primary  purpose  of  this  RFA  is  to  increase  the  number  of  underrepresented  minority  Principal  Investigators 
conducting  research  in  kidney,  urologic,  and  hematologic  diseases.  This  program  was  designed  to  provide  an 
additional  one  or  two  years  of  research  experience  prior  to  application  for  R01  support  but  without  incurring 
payback  obligations.  He/she  may  concurrently  hold  a tenure-earning  position. 

MECHANISM  OF  SUPPORT 

Support  will  be  provided  through  the  small  research  grants  (R03)  program  administered  by  the  DKUHD  in  the  NIDDK. 
Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  that  of  the  applicant. 
Except  as  otherwise  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the 
PHS  Grants  Policy  Statement. 

The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  be  for  one  to  two  years. 
Direct  costs  requested  may  not  exceed  $50,000  per  year.  The  anticipated  award  date  will  be  September  1,  1992, 
and  the  anticipated  number  of  awards  is  five. 
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SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  or  adequately  represented 
in  the  study  populations  for  clinical  studies,  a specific  justification  for  this  exclusion  or  inadequate 
representation  must  be  provided.  Applications  without  such  documentation  will  not  be  accepted  for  review. 

REVIEW  CONSIDERATIONS 

Applications  for  the  small  grants  program  will  receive  initial  technical  merit  review  by  an  initial  review 
committee  appointed  by  the  NIDDK,  and  secondary  review  by  the  DKUHD.  Factors  to  be  included  in  the  review  of 
applications  include:  the  applicant's  previous  research  training,  experience,  and  publications;  ability  to 
complete  the  proposed  research  plan;  the  overall  scientific  merit  of  the  research  plan;  whether  or  not  the  aims 
and  scope  of  the  research  plan  can  provide  definitive  data  within  a one-  or  two-year  period;  the  potential  of 
the  proposed  research  to  provide  the  bases  for  future  studies;  the  willingness  of  the  institution  to  commit 
facilities  and  departmental  support  to  the  applicant;  the  applicant's  plans  and  career  goals;  and  the 
availability  of  a recognized  expert  in  the  area  of  the  proposed  research  for  counsel  and  advice  as  attested  to 
by  a letter  of  agreement. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  a letter  of  intent  by  February  21,  1992,  that  includes  the  RFA  title, 
a descriptive  title  of  the  research,  the  address  and  telephone  number  of  the  Principal  Investigator,  his/her 
institution  and  the  name  and  address  of  any  other  key  investigators. 

A letter  of  intent  is  not  required,  is  not  binding  and  is  not  considered  in  the  review  of  applications.  It  is 
used  by  NIDDK  staff  to  initiate  planning  for  the  review  of  applications,  to  estimate  the  potential  review 
workload  and  to  avoid  possible  conflict  of  interest  in  the  review. 

The  letter  of  intent  is  to  be  sent  to: 

Robert  Hammond,  Ph.D. 

Review  Branch,  Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  402 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-7083 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  10/88)  must  be  used  in  applying  for  these  grants.  These  forms 
are  available  at  most  institutional  business  offices,  and  from  the  Office  of  Grants  Inquiries,  Division  of 
Research  Grants,  NIH,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892  (telephone  301-496-7441). 

The  RFA  label  available  in  the  10/88-9/89  revision  of  the  PHS  398  application  form  must  be  affixed  to  the  bottom 
of  the  face  page.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that 
it  may  not  reach  the  review  committee  in  time  for  review.  In  addition,  on  line  2 of  the  face  page  of  the 
application  check  the  YES  box,  type  the  RFA  number  and  the  following  title:  "DKUHD/NIDDK  Underrepresented 
Minority  Investigator  Training  Program." 

Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  four  signed,  exact 
photocopies,  in  one  package  to: 

DIVISION  OF  RESEARCH  GRANTS 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

Send  two  additional  copies  of  the  application  to: 

Robert  Hammond,  Ph.D. 

Review  Branch 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  406 
5333  Westbard  Avenue 
Bethesda,  MD  20892 

Applications  must  be  received  by  March  20,  1992.  If  an  application  is  received  after  that  date,  it  will  be 
returned  to  the  applicant  without  review. 
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INQUIRIES 


Potential  applicants  and  interested  individuals  are  urged  to  contact  the  program  director  to  obtain  the  RFA. 
Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged,  and  are  to  be  directed  to: 

Charles  H.  Rodgers,  Ph.D. 

Manpower  Program  Director 

Division  of  Kidney,  Urologic  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  621 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-7573 


Direct  inquiries  regarding  fiscal  matters  to: 

Nancy  C.  Dixon 

Grants  Management  Branch 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  649 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-7467 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849.  Awards  are  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


NATIONAL  COOPERATIVE  DRUG  DISCOVERY  GROUPS  FOR  THE  TREATMENT  OF  OPPORTUNISTIC  INFECTIONS  ASSOCIATED  WITH 

ACQUIRED  IMMUNODEFICIENCY  SYNDROME 


RFA  AVAILABLE:  A I -91  - 1 5 


P.T.  34;  K.W.  0755025,  0715125,  0715008,  0710100 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  October  30,  1991 
Application  Receipt  Date:  January  16,  1992 


The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  announces  availability  of  a Request  for 
Applications  (RFA)  for  funding  of  the  National  Cooperative  Drug  Discovery  Groups  for  the  Treatment  of 
Opportunistic  Infections  Associated  with  Acquired  Immunodeficiency  Syndrome  (NCDDG-OI).  It  is  the  purpose  of 
this  RFA  to  invite  applications  aimed  at  the  discovery  of  new,  more  effective,  selective  and  diverse  therapeutic 
agents  to  treat  infections  caused  by  Pneumocystis  carinii,  Cryptosporidium  parvum,  Mycobacterium  avium,  and 
human  cytomegalovirus,  opportunistic  pathogens  associated  with  AIDS.  Applications  that  include  research 
projects  or  core  components  from  the  private  sector  (e.g.,  pharmaceutical,  chemical,  or  biotechnological 
companies)  are  encouraged. 


Opportunistic  infections  are  the  major  causes  of  morbidity  and  mortality  in  Human  Immunodeficiency  Virus  (HIV) 
disease.  Available  drugs  to  treat  the  opportunistic  infections  have  limited  value  because  of  toxicity  and  other 
adverse  reactions.  Prolonged  immunosuppression  requires  treatment  and  prophylaxis  regimens  that  are  lengthy 
in  duration  and  often  expensive.  There  are  no  proven  therapies  effective  for  Cryptosporidium  and  M.  avium 
infections,  and  limited  treatment  options  are  available  for  cytomegalovirus  and  P.  carinii.  The  need  exists 
for  more  potent  and  selective  therapeutic  agents  with  activity  against  the  opportunistic  infections. 


HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  National 
Cooperative  Drug  Discovery  Groups  for  the  Treatment  of  Opportunistic  Infections  Associated  With  Acquired 
Immunodeficiency  Syndrome,  is  related  to  the  priority  area  of  HIV  Infection.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20402-9325  (telephone  2020-783-3238). 
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1991 


PURPOSE 


The  purpose  of  this  RFA  is  to  encourage  investigators  from  diverse  fields  and  expertise  to  collaborate  and  to 
explore  new  avenues  utilizing  recent  advances  in  molecular  biology  and  biochemistry  for  identification  of  new 
therapeutic  targets.  Units  in  which  these  research  talents  and  resources  are  combined  are  termed  "NATIONAL 
COOPERATIVE  DRUG  DISCOVERY  GROUPS"  (NCDDGs).  The  NCDDG-OI  program  would  provide  a mechanism  for  a formalized 
collaboration  between  scientists  from  universities,  pharmaceutical  companies,  and  the  Government.  The  NCDDG-OI 
program  was  conceptualized  as  having  the  capacity  to  generate  new  approaches  and  strategies  for  the  treatment 
of  opportunistic  infections  in  AIDS  patients  and  to  rapidly  translate  such  concepts  into  potentially  effective 
treatment.  Results  from  the  research  proposed  should  be  used  to  identify  and  develop  strategies  for  long-term 
planning  of  therapeutic  approaches  or  to  identify  and  develop  new  potential  treatments  worthy  of  further 
development  in  clinical  trials. 


The  NCDDG-OI  initiative  has  evolved  as  a part  of  the  NCDDG  program  on  AIDS  (now  referred  to  as  NCDDG-HIV).  The 
NCDDG-HIV  program,  launched  in  1986,  is  currently  funding  23  groups  whose  research  efforts  are  directed  towards 
the  identification  of  more  selective  and  effective  agents  to  treat  HIV  infection.  The  studies  supported  by  the 
NCDDG-HIV  program  have  led  to  the  identification  of  several  potential  new  therapeutic  agents.  The  NCDDG-OI 
initiative,  launched  in  1989,  seeks  to  stimulate  investigations  leading  to  the  identification  and  preclinical 
development  of  agents  active  against  the  various  pathogens  causing  opportunistic  infections  in  AIDS  patients. 
Seven  groups  were  funded  in  1990  and  four  additional  groups  were  funded  in  1991.  This  RFA  encourages 
participation  by  groups  proposing  to  study  Pneumocystis,  Cryptosporidium,  Mycobacterium  avium,  and 
cytomegalovirus.  Applications  focusing  on  the  biochemistry  and  metabolic  activities  (other  than  folate 
metabolism)  of  these  microorganisms  or  on  cellular  changes  produced  by  infection  are  strongly  encouraged.  Other 
organisms  have  been  excluded  from  this  competition  in  order  to  achieve  programmatic  balance  among  Groups 
previously  funded  within  the  NCDDG-OI  program.  Scientists  studying  the  opportunistic  infections  associated  with 
AIDS  and  whose  research  does  not  lie  within  the  areas  defined  as  responsive  to  this  RFA  are  strongly  encouraged 
to  apply  for  invest igator- ini tiated  (R01)  grants. 

Recent  advances  in  molecular  biology,  biochemistry,  and  pathogenesis  are  creating  avenues  for  innovative 
approaches.  The  NCDDG-OI  program  will  provide  assistance  to  talented  scientists  to  interact  as  a unit  to  carry 
out  the  preclinical  research  essential  for  the  realization  of  project  objectives.  An  NCDDG-OI  could  be  composed 
of  scientists  from  a combination  of  academic,  non-  profit  research,  and  commercial  organizations.  Each  NCDDG-OI 
will  be  assembled  by  the  Principal  Investigator  to  form  a multidisciplinary  consortium  representing  the  various 
skills  needed  to  successfully  design,  synthesize,  and  evaluate,  at  the  preclinical  level,  potential  therapeutic 
agents  useful  in  the  treatment  of  opportunistic  infections  in  AIDS  patients.  Specifically  excluded  from  the 
group's  activities  are  studies  related  to  clinical  evaluation  of  drugs. 


Projects  or  cores  with  proposed  animal  model  development  must  be  integrated  within  the  major  goal  of  targeted 
drug  discovery  and  required  to  attain  the  group's  objectives.  Animal  model  component(s)  may  be  requested  by 
the  NIAID  to  evaluate  in  vivo  compounds  other  than  compounds  generated  by  the  group.  Funds  for  evaluation  of 
new  agents  in  animal  models  will  be  withheld  until  compounds  generated  by  the  group  or  provided  by  the  NIAID 
are  available  for  animal  efficacy  studies.  Testing  of  natural  products,  biologies  and/or  synthetic  compounds 
may  not  exceed  25  percent  of  the  total  level  of  effort  of  the  group.  Random  screening  of  compounds  will  not 
be  supported  under  this  RFA. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  as  'cooperative  agreements  (U01).  The  cooperative  agreement  funding  mechanism  differs  from 
the  traditional  research  grant  in  that  the  Government  component  (NIAID)  awarding  the  cooperative  agreement 
anticipates  substantial  programmatic  involvement  during  performance.  The  nature  of  NIAID  staff  participation 
is  described  in  the  RFA.  However,  it  is  the  Principal  Investigator  who  defines  his/her  objectives  in  accord 
with  his/her  own  interests  and  perceptions  of  approaches  to  the  treatment  of  AIDS-associated  opportunistic 
infections. 

The  applicant  institution  and  the  Principal  Investigator  will  be  responsible  for  the  group's  application. 
Awards  will  be  made  to  the  applicant  institution  on  behalf  of  the  group  as  a whole  and  not  to  individual 
research  projects  within  the  group.  The  applicant  institution  will  provide  a Central  Operations  Office  for  the 
group.  The  applicant  institution  will  be  responsible  for  the  performance  of  the  entire  group  and  will  be 
accountable  for  the  funds  awarded.  The  participation  of  the  Government  through  the  NIAID  extramural  staff  is 
aimed  at  facilitating  a concerted  effort  by  all  members  of  the  group  by  providing  appropriate  scientific  input, 
by  making  available  to  the  group  biological  materials  for  testing,  by  accessing  appropriate  data  bases,  by 
providing  ancillary  testing  and  other  resources  available  under  existing  contracts.  The  interaction  of  academic 
and  non-profit  research  institutions  with  commercial  organizations  and  the  Government  is  strongly  encouraged 
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and  is  expected  to  favor  expeditious  discovery  and  preclinical  development  of  agents  active  against 
opportunistic  infections  in  AIDS  patients  and  to  facilitate  their  subsequent  development  for  clinical  trials. 

AVAILABILITY  OF  FUNDS 

NIAID  anticipates  making  two  to  four  awards,  based  on  highest  Program  priorities,  for  project  periods  up  to 
three  years  and  has  set  aside  $2.0  million  total  costs  for  first  year  funding.  It  is  anticipated  that  no  more 
than  one  new  group  each. will  be  funded  for  P.  carinii,  Cryptosporidium,  M.  avium,  and  cytomegalovirus  as  a 
result  of  this  RFA.  Awards  will  be  subject  to  the  limitation  of  $550,000  in  total  costs  for  the  first  year  with 
subsequent  years  funded  at  a level  no  greater  than  the  first  year  plus  4 percent.  Applications  with  budgets 
in  excess  of  $550,000  total  (direct  and  indirect)  first  year  costs  will  be  returned  without  review.  The  amount 
spent  for  this  RFA  will  be  dependent  on  the  continuing  availability  of  funds  for  this  purpose  and  the  quality 
and  diversity  of  approved  applications. 

METHOD  OF  APPLYING 

It  is  important  to  follow  the  instructions  in  this  RFA  for  preparing  the  application.  Failure  to  do  so  may 
result  in  an  application  with  insufficient  information  for  appropriate  scientific  review.  The  prospective 
applicant  is  also  urged  to  carefully  read  the  sample  application  that  is  available  from: 

Besita  Wyche 

Targeted  Drug  Discovery  Section 
Developmental  Therapeutics  Branch 
Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 
6003  Executive  Boulevard,  Room  243P 
Bethesda,  MD  20892 
Telephone:  (301)  496-8197 

If  additional  information  on  how  to  prepare  a multi-project  application  is  required,  the  applicant  may  request 
the  NIAID  Information  Brochure  on  Program  Project  and  Center  Grants,  available  from: 

Program  and  Project  Review  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 

Control  Data  Building 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-0123 

Questions  concerning  review  requirements  of  a complete  application  may  be  directed  to  Dr.  Hortencia  Hornbeak, 
(301)  496-0123.  Questions  regarding  responsiveness  to  the  RFA  may  be  directed  to  Dr.  Barbara  Laughon,  (301) 
496-8197. 

The  deadline  for  receipt  of  applications  is  January  13,  1992.  Applications  received  after  this  date  will  be 
returned  without  review. 

The  research  grant  application  form  PHS  398  (rev.  10/88)  is  available  at  most  institutional  business  offices. 
If  not  available  there,  they  may  be  obtained  from: 

Office  of  Grants  Inquiries 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  449 
5333  Westbard  Avenue 
Bethesda,  MD  20892 


Submit  a signed,  typewritten  original  of  the  application,  including  the  Checklist,  and  six  signed,  exact, 
single-sided  photocopies,  in  one  package  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 


The  RFA  label  available  in  form  PHS  398  (rev.  10/88  or  9/89)  must  be  affixed  to 
the  original  signed  application.  Failure  to  use  this  label  could  result 
application  such  that  it  may  not  reach  the  committee  in  time  for  review. 


the  bottom  of  the  face 
in  delayed  processing 


page  of 
of  the 


To  assure  the  identification  of  your  application  with  this  RFA  the  application  form  must  have 
COOPERATIVE  DRUG  DISCOVERY  GROUP  FOR  TREATMENT  OF  OPPORTUNISTIC  INFECTIONS"  (RFA  AI -91  - 15)  typed  on 
the  face  page  of  the  application  form;  and 


"NATIONAL 
i tern  2 of 
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Submit  17  exact  copies  of  the  application  directly  to: 


Hortencia  Hornbeak,  Ph.D. 

Deputy  Chief,  Program  and  Project  Review  Branch,  DEA,  NIAID 

Control  Data  Building,  Room  4C19 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-0123 

LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit  by  October  30,  1991,  a letter  of  intent  that  includes  a descriptive 
title  of  the  overall  proposed  research,  the  name  and  institution  of  the  Principal  Investigator,  a title.  Project 
Leaders,  and  institution  for  each  component  research  project  and  brief  descriptions  of  the  proposed  projects. 
Names  of  prospective  project  leaders  and  other  key  investigators  and  their  respective  responsibilities  should 
be  included  (maximum  of  two  pages).  The  letter  of  intent  is  requested  in  order  to  provide  an  indication  of  the 
number  and  scope  of  applications  to  be  reviewed  and  in  order  to  allow  early  preparations  for  review  as  well  as 
promote  early  interactions  between  applicants  and  NIAID  staff.  The  letter  of  intent  does  not  commit  the  sender 
to  submit  an  application  nor  is  it  a requirement  for  submission  of  an  application.  The  letter  of  intent  is  to 
be  sent  to: 


Barbara  Laughon,  Ph.D. 

Targeted  Drug  Discovery  Section 
Developmental  Therapeutics  Branch 
Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 
6003  Executive  Boulevard 
Bethesda,  MD  20892 
Telephone:  (301)  496-8197 

INQUIRIES 

For  a copy  of  this  RFA,  contact: 

Ms.  Besita  Wyche 
Targeted  Drug  Discovery  Section 
Developmental  Therapeutics  Branch 
Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 
6003  Executive  Boulevard,  Room  243P 
Bethesda,  MD  20892 
Telephone:  (301)  496-8197 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of 
Diseases  Research  and  93.855  - Immunology,  Al 
the  authority  of  the  Public  Health  Service 
policies  and  Federal  Regulations,  most  speci 
subject  to  the  intergovernmental  review  requ 


Federal  Domestic  Assistance,  93.856  - Microbiology  and  Infectious 
lergic  and  Immunologic  Diseases  Research.  Grants  are  awarded  under 
Act,  Section  301  (42  USC  241)  and  administered  under  PHS  grants 
fically  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not 
irements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


HEALTH  EDUCATION  RESEARCH  FOR  DIABETIC  EYE  DISEASE 

RFA  AVAILABLE:  EY-92-01 

P.T.  34;  K.W.  0715080,  0502000,  0403004 

National  Eye  Institute 

Letter  of  Intent  Receipt  Date:  December  20,  1991 
Application  Receipt  Date:  February  19,  1992 

PURPOSE 

The  National  Eye  Institute  (NEI)  announces  the  availability  of  a Request  for  Applications  (RFA)  for  cooperative 
agreements  for  applied  research  projects  in  diabetic  eye  disease  education.  These  research  projects  must  be 
designed  to  develop,  implement,  and  evaluate  innovative,  cost-effective,  communi ty- based  education  strategies 
in  the  United  States  that  increase  awareness  and  knowledge  of  diabetic  eye  disease  and  encourage  actions  to 
prevent  loss  of  vision.  Projects  may  be  aimed  at  the  general  population  of  people  with  diabetes  or  at  specific 
segments  of  the  population  with  diabetes,  e.g.,  pregnant  women,  Native  Americans,  Hispanics,  Blacks,  other 
minorities,  older  Americans,  residents  of  rural  areas,  and  the  medically  underserved. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Health  Education 
Research  for  Diabetic  Eye  Disease,  is  related  to  the  priority  area  of  reducing  blindness  among  people  with 
diabetes.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  report:  Stock  No. 
017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  non-profit  and  for-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and 
eligible  agencies  of  the  Federal  Government.  Applications  from  minorities  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT/FUNDS  AVAILABLE 

The  cooperative  agreement  mechanism  (U01)  of  support  will  be  used  because  substantial  NEI  programmatic  staff 
involvement  with  awardee(s)  is  expected.  This  RFA  is  a one-time  solicitation.  One  to  three  applications  are 
expected  to  be  funded  as  a result  of  this  RFA.  Projects  are  expected  to  vary  from  one  to  five  years.  The  funds 
available  for  the  first  year  of  support  for  the  RFA  are  expected  to  total  approximately  $650,000.  However,  this 
support  level  is  conditional  upon  the  receipt  of  applications  of  high  scientific  merit.  Awards  are  expected 
to  be  made  in  September  1992.  Although  the  financial  plans  of  the  NEI  provide  for  these  projects,  awards 
pursuant  to  this  RFA  are  also  contingent  upon  the  availability  of  funds. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 


The  research  grant  application  form  PHS  398  (rev.  10/88)  must  be  used  in  applying  for  these  cooperative 
agreements.  These  forms  are  available  at  institutional  business  offices  and  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449, 
Bethesda,  MD  20892  (Telephone:  301-496-7441). 

Applications  must  be  received  by  February  19,  1992. 

LETTER  OF  INTENT 

Prospective  applicants  are  encouraged  to  submit,  by  December  20,  1991,  a letter  of  intent  that  includes  a 
descriptive  title  of  the  proposed  research,  the  grantee  institution,  the  name,  address,  and  telephone  number 
of  the  Principal  Investigator,  the  names  of  other  key  personnel,  the  participating  institutions,  if  any,  and 
the  number  and  title  of  the  RFA  in  response  to  which  the  application  is  being  submitted. 

Although  a letter  of  intent  is  not  required,  is  not  binding,  and  does  not  enter  into  the  review  of  subsequent 
applications,  the  information  that  it  contains  is  extremely  helpful  in  planning  for  the  review  of  applications. 
It  allows  NEI  staff  to  estimate  the  potential  review  workload  and  to  avoid  possible  conflict  of  interest  in  the 
revi ew. 


The  letter  of  intent  is  to  be  sent  to: 


Janet  M.  Cuca,  Ph.D. 

Review  and  Special  Projects  Officer 
National  Eye  Institute 
Building  31,  Room  6A06 
9000  Rockvi lie  Pike 
Bethesda,  MD  20892 

INQUIRIES 

Written  and  telephone  inquires  concerning  the  objectives  and  scope  of  this  RFA  are  encouraged.  The  opportunity 
to  clarify  any  issues  or  questions  from  potential  applicants  is  welcome.  Applicants  should  request  a copy  of 
the  RFA.  The  RFA  contains  complete  application  procedures,  and  additional  information  regarding  the  background, 
research  objectives,  special  requirements,  review  procedures,  and  schedules.  The  program  official  named  below 
will  be  pleased  to  mail  the  RFA  to  all  who  request  it. 
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Direct  inquiries  regarding  programmatic  issues  to: 


Donald  F.  Everett 

Extramural  Program  Director 

Collaborative  Clinical  Research  Branch 

National  Eye  Institute 

Building  31,  Room  6A49 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-5983 

For  grants  administration  information,  contact: 
Gaye  Lynch 

Chief,  Grants  Management  Section 
National  Eye  Institute 
Building  31,  Room  6A48 
9000  Rockvi lie  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-5884 

AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.867,  Retinal  and  Choroidal 
Disease  Research.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A 
(Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants 
policies  and  Federal  Regulation  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


DEVELOPING  AND  IMPROVING  INSTITUTIONAL  ANIMAL  RESOURCES 


PA:  PA-92-09 


P.T.  34;  K.W.  1002002,  0735000 
National  Center  for  Research  Resources 
Application  Receipt  Date:  December  20,  1991 
PURPOSE 


improvement  grant  applications 
in  the  most  recently  completed 


The  National  Center  for  Research  Resources  (NCRR)  encourages  the  submission  of 
by  biomedical  research  institutions  receiving  over  $1,000,000  (direct  costs) 
fiscal  year  (October  1 to  September  30),  for  one  or  more  research  projects  supported  by  the  U.S.  Public  Health 
Service  agencies  and  involving  the  use  of  animals.  Major  objectives  of  this  program  are  to  upgrade  animal 
facilities,  develop  administratively  centralized  programs  of  animal  care,  and  to  enable  institutions  to  comply 
with  the  USDA  Animal  Welfare  Act  and  DHHS  policies  related  to  the  care  and  use  of  laboratory  animals.  These 
awards  require  matching  funds  from  the  awardee  institution.  Eligible  budget  categories  are  limited  to 
Alterations  and  Renovations  (ASR)  to  improve  laboratory  animal  facilities  and  major  equipment  items  for  animal 
resource  and  diagnostic  laboratory  needs. 


ELIGIBILITY  REQUIREMENTS 


Any  domestic  public  or  private  institution,  organization,  or  association  with  one  or  more  research  projects 
supported  by  the  PHS  that  involve  the  use  of  laboratory  animals  is  eligible  to  apply.  Institutions  and 
commercial  firms  providing  only  services  or  products  and  without  a clearly  defined  research  component  are  not 
eligible  to  apply.  Also,  this  program  will  not  support  requests  for  ASR  and  equipment  used  for  teaching 
purposes  or  for  housing  non-research  animals.  Only  one  application  may  be  submitted  under  this  program  by  an 
institution  per  Federal  fiscal  year.  However,  separate  applications  may  be  submitted  from  different  colleges 
or  schools  on  the  same  campus  of  a university  within  the  same  federal  fiscal  year.  Institutions  must  currently 
have  PHS  research  support  to  be  eligible  for  an  award.  Applications  from  other  Federal  agencies  or  institutions 
(e.g..  Veterans  Administration)  are  limited  to  requests  for  equipment  only. 


A separate  program  announcement  is  available  for  animal  facility  improvement  grant  applications  from  small 
research  institutions  receiving  less  than  $1,000,000  (direct  costs)  of  PHS  support  during  the  most  recently 
completed  Federal  fiscal  year. 
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MECHANISM  OF  SUPPORT 


The  mechanism  available  for  the  support  of  improvement  projects  are  Grants  for  Repair,  Renovation  and  Moderni- 
zation of  Existing  Research  Facilities  (G20).  The  total  budget  request  for  the  improvement  grant  application 
and  award  is  limited  to  $700,000.  Within  this  limit,  the  equipment  request  may  be  up  to  $700,000,  but  the  A&R 
portion  may  not  exceed  $500,000.  Requests  are  limited  to  ASR  to  improve  laboratory  animal  facilities  and  major 
resource  equipment  related  to  the  improvement,  such  as  animal  cage  systems  and  cage  washers  with  a manufac- 
turer's unit  value  of  at  least  $1000.  Requests  for  basic  equipment  items  for  centralized  surgical  facilities, 
diagnostic  laboratories,  transgenic  animal  facilities,  and  other  similar  associated  activities  are  allowable 
but  must  be  well  justified.  Support  for  new  construction,  including  completion  of  shell  space,  and  equipment 
intended  for  teaching  and  non-research  purposes  is  not  authorized.  Matching  funds  from  non-Federal  sources, 
equal  to  or  exceeding  the  total  award,  are  required. 


RESEARCH  OBJECTIVES 


institutions  in 
of  animal  care. 
Welfare  Act  and 

Public  Health  Service  (PHS)  policies  related  to  the  care  and  use  of  laboratory  animals. 

REVIEW  PROCEDURES 


Animal  resource  improvement  grants  are  awarded  to  assist  biomedical  research  and  educational 
upgrading  their  animal  facilities  and  in  developing  administratively  centralized  programs 
Another  major  objective  is  to  assist  institutions  in  complying  with  provisions  of  the  Animal 


All  applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate  review  committee  managed 
by  the  Office  of  Review,  NCRR.  Second  level  review  will  be  provided  by  the  National  Advisory  Research  Resources 
Council  (NARRC).  Review  of  the  applications  will  be  based  on  scientific  merit,  technical  soundness,  and  reason- 
ableness of  the  budget. 

APPLICATION  PROCEDURES 


Applications  must  be  submitted  to  the  Division  of  Research  Grants  (DRG)  using  form  PHS  398,  "Application  for 
Public  Health  Service  Grant,"  (rev.  10/88). 

The  receipt  date  for  submission  of  applications  is  December  20,  1991.  Applications  received  by  this  deadline 
will  receive  February-March  initial  review,  May- June  NARRC  review,  and  will  have  an  earliest  possible  beginning 
date  of  July  1,  1992.  Subsequently,  October  1 will  be  the  annual  receipt  date.  Applications  submitted  for  this 
deadline  will  receive  February-March  initial  review,  May-June  NARRC  review,  and  will  have  an  earliest  possible 
beginning  date  of  July  1. 


Applications  received  late  for  a particular  deadline  will  be  returned  to  the  applicant.  Application  kits  may 
be  obtained  from  most  institutional  business  offices,  and  from  the  Division  of  Research  Grants,  NIH  (see  address 
below).  The  NCRR  Comparative  Medicine  Program  (address  indicated  below)  must  be  contacted  for  information  about 
the  special  instructions  that  apply  to  the  format  and  details  of  applications  submitted. 

The  completed  original  application  and  four  copies,  including  appendix  material,  must  be  mailed  or  delivered 
to: 


Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892  ** 

An  additional  two  copies  of  the  application  and  appendix  material  must  be  mailed  to: 

Dr.  Arthur  Schaerdel,  Scientific  Review  Administrator 
Office  of  Review 

National  Center  for  Research  Resources 
Westwood  Building,  Room  10A16 
Bethesda,  MD  20892 

INQUIRIES 

Inquiries  about  specific  improvement  program  guidelines  and  instructions  for  completion  of  applications  and 
other  aspects  of  the  program  must  be  directed  to  the  following  address  (requests  for  guidelines  must  include 
two  self-addressed  mailing  labels): 

Comparative  Medicine  Program 
National  Center  for  Research  Resources 
Westwood  Building,  Room  857 
Bethesda,  MD  20892 
Telephone:  (301)  496-5175 
Facsimile:  (301)  480-0868 
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Application  forms  (PHS  398)  may  be  obtained  from  grantee  business  or  sponsored  projects  offices  and  from: 

Office  of  Grants  Inquiries 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  449 
5333  Westbard  Avenue 
Bethesda,  MD  20892** 

Telephone:  (301)  496-7441 

For  grants  administration  and  fiscal  matters  contact: 

Mr.  Paul  Karadbi l 

Grants  Management  Specialist 

Office  of  Grants  and  Contracts  Management 

National  Center  for  Research  Resources 

Westwood  Building,  Room  849 

Bethesda,  MD  20892 

Telephone:  (301)  496-9840 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.306,  Laboratory  Animal  Sciences 
and  Primate  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, 
Section  301  (Public  Law  78.410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


ANIMAL  FACILITY  IMPROVEMENT  FOR  SMALL  RESEARCH  PROGRAMS 

PA:  PA-92-10 

P.T . 34;  K.W.  1002002,  0735000 
National  Center  for  Research  Resources 
Application  Receipt  Date:  December  20,  1991 
PURPOSE 

The  National  Center  for  Research  Resources  (NCRR)  encourages  the  submission  of  individual  animal  resource 
improvement  grant  applications  from  small  biomedical  research  institutions  receiving  less  than  $1,000,000 
(direct  costs)  in  the  most  recently  completed  Federal  fiscal  year  (October  1 to  September  30),  for  one  or  more 
research  projects  supported  by  the  U.S.  Public  Health  Service  (PHS)  agencies  and  involving  the  use  of  animals. 
Major  objectives  of  this  program  are  to  upgrade  animal  facilities,  develop  admini strat i vely  central i zed  programs 
of  animal  care,  and  enable  institutions  to  comply  with  the  USDA  Animal  Welfare  Act  and  DHHS  policies  related 
to  the  care  and  use  of  laboratory  animals.  These  awards  do  not  require  matching  funds  from  the  awardee 
institution.  Eligible  budget  categories  are  limited  to  Alterations  and  Renovations  (A&R)  to  improve  laboratory 
animal  facilities  and  major  equipment  items  for  animal  resource  and  diagnostic  laboratory  needs. 

ELIGIBILITY  REQUIREMENTS 

Any  domestic  public  and  private  institution,  organization,  or  association  with  one  or  more  research  projects 
supported  by  the  PHS  that  involve  the  use  of  laboratory  animals  is  eligible  to  apply.  Institutions  and 
commercial  firms  providing  only  services  or  products  and  without  a clearly  defined  research  component  are  not 
eligible  to  apply.  Also,  this  program  will  not  support  requests  for  A&R  and  equipment  used  for  teaching 
purposes  and  for  housing  non-research  animals.  An  institution  must  have  current  PHS  funding  for  research  to 
be  eligible  for  an  award.  Applications  from  other  Federal  agencies  or  institutions  (e.g..  Veterans 
Administration)  are  limited  to  requests  for  equipment  only. 

A separate  program  announcement  entitled  "Developing  and  Improving  Institutional  Animal  Resources"  is  available 
for  biomedical  research  institutions  receiving  over  $1,000,000  (direct  costs)  of  PHS  support  during  the  most 
recently  completed  Federal  fiscal  year. 

Applicant  institutions  must  receive  less  than  $1,000,000  (direct  costs)  during  the  most  recently  completed 
Federal  fiscal  year  in  PHS  awards  for  research.  The  $1,000,000  limit  applies  to  all  PHS  research  support 
awarded,  not  just  that  portion  that  can  be  identified  with  animal  research.  If  this  limit  is  exceeded,  the 
program  announcement  mentioned  above  that  relates  to  institutions  receiving  more  than  $1,000,000  annually  in 
PHS  research  funding  will  apply  and  applications  will  be  transferred  by  NCRR  for  consideration  in  that  category. 
Small  institutions  may  not  submit  more  than  one  application  or  apply  for  other  NCRR  support  for  developing  and 
improving  institutional  animal  resources  within  the  same  Federal  fiscal  year  of  PHS  funding. 
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MECHANISM  OF  SUPPORT 


The  mechanism  available  for  the  support  of  improvement  projects  is  the  Grant  for  Repair,  Renovation  and 
Modernization  of  Existing  Research  Facilities  (G20).  The  total  budget  request  for  the  improvement  grant 
application  and  award  is  limited  to  $150,000  for  equipment  and  $100,000  for  A&R.  Requests  are  limited  to  A&R 
to  improve  existing  laboratory  animal  facilities  and  major  resource  equipment  related  to  the  improvement,  such 
as  animal  cage  systems  and  cage  washers  with  a manufacturer's  unit  value  of  at  least  $1,000.  Requests  for  basic 
equipment  items  for  centralized  surgical  facilities,  diagnostic  laboratories,  transgenic  animal  facilities,  and 
other  similar  associated  activities  are  allowable  but  must  be  well  justified.  Requests  for  new  construction, 
including  the  completion  of  shell  space,  and  equipment  intended  for  teaching  or  non- research  purposes  are  not 
al lowable. 

RESEARCH  OBJECTIVES 

Animal  resource  improvement  grants  are  awarded  to  assist  biomedical  research  institutions  in  upgrading  their 
animal  facilities  and  in  developing  administratively  centralized  programs  of  animal  care.  Another  major 
objective  is  to  assist  institutions  in  complying  with  provisions  of  the  Animal  Welfare  Act  and  PHS  policies 
related  to  the  care  and  use  of  laboratory  animals. 

REVIEW  PROCEDURES 

All  applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate  review  committee  managed 
by  the  Office  of  Review,  NCRR.  Second  level  review  will  be  provided  by  the  National  Advisory  Research  Resources 
Council  (NARRC).  Review  of  the  applications  will  be  based  on  scientific  merit,  technical  soundness,  and 
reasonableness  of  the  budget. 

APPLICATION  PROCEDURES 

Applications  must  be  submitted  to  the  Division  of  Research  Grants  (DRG)  using  form  PHS  398,  "Application  for 
Public  Health  Service  Grant,"  (rev.  10/88).  The  receipt  date  for  submission  of  applications  is  December  20, 
1991.  Applications  received  for  this  deadline  will  receive  February-March  initial  review.  May- June  NARRC 
review,  and  will  have  an  earliest  possible  beginning  date  of  July  1,  1992.  Subsequently,  June  1 will  be  the 
annual  receipt  date.  Applications  received  for  this  deadline  will  receive  October-November  initial  review, 
January- February  NARRC  review,  and  will  have  an  earliest  possible  beginning  date  of  April  1. 

Applications  received  late  for  a particular  deadline  will  be  returned  to  the  applicant.  Application  kits  may 
be  obtained  from  most  institutional  business  offices,  and  from  the  Division  of  Research  Grants,  NIH  (see  address 
below).  The  NCRR  Comparative  Medicine  Program  (address  indicated  below)  must  be  contacted  for  information  about 
the  special  instructions  that  apply  to  the  format  and  details  of  applications  submitted. 

The  completed  original  application  and  four  copies  including  appendix  material  should  be  mailed  or  delivered 
to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892  ** 

An  additional  two  copies  of  the  application  and  appendix  material  must  be  mailed  to: 

Dr.  Arthur  Schaerdel 
Scientific  Review  Administrator 
Comparative  Medicine  Review  Committee 
National  Center  for  Research  Resources 
National  Institutes  of  Health 
Westwood  Building,  Room  10A16 
5333  Westbard  Avenue 
Bethesda,  MD  20892 

INQUIRIES 

Inquiries  about  specific  improvement  program  guidelines  and  instructions  for  completion  of  the  application  and 
other  aspects  of  the  program  must  be  directed  to  the  following  address  (requests  for  guidelines  must  include 
two  self-addressed  mailing  labels): 

Comparative  Medicine  Program 

National  Center  for  Research  Resources 

Westwood  Building,  Room  857 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-5175 

Facsimile:  (301)  480-0868 
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Application  forms  (PHS  398)  may  be  obtained  from  grantee  business  or  sponsored  projects  offices  and  from: 


Office  of  Grants  Inquiries 
National  Institutes  of  Health 
Westwood  Building,  Room  449 
5333  Westbard  Avenue 
Bethesda,  MD  20892 
Telephone:  (301)  496-7441 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.306,  Laboratory  Animal  Sciences 
and  Primate  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, 
Section  301  (Public  Law  78.410,  as  amended;  42  USC  241)  and  administered  under  PHS  grant  policies  and  Federal 
Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


MECHANISMS  OF  ACTION  OF  INTRAVENOUS  IMMUNOGLOBULIN 

PA:  PA-91-11 

P.T.  34;  K.W.  0710070,  0745045,  0715015,  0715120 
National  Institute  of  Allergy  and  Infectious  Diseases 

The  Division  of  Allergy,  Immunology  and  Transplantation  (DAI T ) of  the  National  Institutes  of  Allergy  and 
Infectious  Diseases  (NIAID),  a component  of  the  National  Institutes  of  Health  (NIH),  invites  research  project 
grant  applications  for  support  of  basic  and  preclinical  studies  on  the  mechanisms  of  action  of  intravenous 
immunoglobulin  ( I V I G ) therapy  of  diseases. 

BACKGROUND  INFORMATION 

I mmunog l obu l i n preparations  from  human  blood  were  first  successfully  used  clinically  to  treat  immunodeficiency 
conditions.  Lately  however,  improved  I V I G preparations  have  been  used  with  varying  degrees  of  success  for  the 
treatment  of  several  diseases  including  infections  in  low  birth  weight  infants,  graft  versus  host  disease 
(GVHD),  idiopathic  thrombocytopenic  purpura  (ITP),  Kawasaki  syndrome,  and  demyel inat ing  polyneuropathies.  At 
a conference  entitled  "Consensus  Development  Conference  on  Intravenous  Immunoglobulin:  Prevention  and  Treatment 
of  Disease,"  held  on  May  21-23,  1990  at  the  National  Institutes  of  Health  (NIH),  the  consensus  panel  concluded, 
"There  is  a great  need  for  an  understanding  of  the  mechanisms  of  action  of  I V I G in  the  various  conditions  in 
which  it  is  employed.  Without  knowledge  of  specific  mechanisms,  progress  in  this  area  will  be  slow.  This 
should  be  a major  focus  of  future  efforts." 

The  mechanisms  of  action  and  the  effectiveness  of  I V I G therapy  used  in  treating  primary  and  presumably  secondary 
immunodeficiencies  appear  related  to  replacement  of  antibodies  directed  against  environmental  pathogens  such 
as  group  B streptococci  and  cytomegalovirus.  However,  the  need  for  massive  doses  of  I V I G suggests  that  the 
relevant  antibodies  may  be  present  at  very  low  concentrations  in  the  pooled  immunoglobulin  preparations.  In 
contrast,  little  information  exists  regarding  the  mechanisms  involved  in  reversion  of  symptomatology  induced 
by  I V I G in  patients  with  ITP,  GVHD,  polyneuropathies,  and  Kawasaki  syndrome. 

RESEARCH  GOALS  AND  SCOPE 

The  NIAID  believes  that  the  elucidation  of  the  mechanism  of  action  of  IVIG  will  lead  to  a better  rationale  and 
improved  strategies  for  its  application  to  the  therapy  of  disease.  Areas  of  interest  on  the  mechanisms  of 
action  of  IVIG  administration  include  but  are  not  limited  to: 

o Analysis  of  the  effects  of  IVIG  on  the  induction  and  development  of  cellular  and  humoral  immune  responses 
in  the  normal  and  immunodef icient  host. 

o Effects  of  IVIG  on  the  number  and  function  of  natural  killer  and  T suppressor/cytotoxic  cells, 
o Effects  of  IVIG  on  the  clearance  of  immune  complexes  by  the  reticuloendothelial  system. 

o Effects  of  IVIG  on  the  initiation  and  evolution  of  autoimmune  responses,  particularly  pertaining  to  the 
induction  of  tolerance  and  of  anti  idiotypic  antibodies. 

o Determination  of  the  effects  of  IVIG  on  the  levels  and  activities  of  complement  activation  products. 
HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement, 
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Mechanisms  of  Action  of  Intravenous  Immunoglobulin,  is  related  to  the  priority  areas  of  immunization  and 
infectious  diseases,  and  diabetes  and  chronic  disabling  diseases.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone:  202-783-3238). 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  research  will  be  the  individual  research  grant  (R01)  and  the  First  Independent 
Research  Support  and  Transition  (FIRST)  Award  (R29).  Applications  from  women  and  minority  individuals  are 
encouraged. 

GENERAL  REQUIREMENTS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research  grants  and  cooperative  agreements  will 
be  required  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit 
to  atl  persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on 
the  need  for  inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which 
disproportionately  affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women 
or  minorities  are  excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed 
population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS  398 
in  Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects.  Applicants/offerors  are 
urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of  minority  groups. 
However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects  to  include 
representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native  Americans 
(including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or 
conditions,  including  but  not  limited  to  clinical  trials. 


The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 


For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 


If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 


Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 


All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 


Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 
In  such  a case,  a letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  must  be 
included  with  the  application. 

METHOD  OF  APPLYING 

Applicants  must  use  the  research  grant  application  form  PHS  398  (rev.  10/88).  For  purposes  of  identification 
and  processing,  check  yes  on  item  2 of  the  face  page  and  enter  the  title:  "MECHANISMS  OF  ACTION  OF  INTRAVENOUS 
IMMUNOGLOBULIN  PA-91-11".  Applications  will  be  accepted  in  accordance  with  the  standard  submission  dates  for 
new  applications:  February  1,  June  1,  and  October  1. 
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The  original  and  six  copies  of  the  application  should  be  submitted  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

**20816  if  using  overnight  delivery  services 
REFERRAL  AND  REVIEW  PROCEDURES 

Applications  will  receive  Institute  and  Study  Section  assignment  on  the  basis  of  established  Public  Health 
Service  referral  guidelines.  Applications  will  be  reviewed  for  scientific  and  technical  merit  by  Study  Sections 
convened  by  the  Division  of  Research  Grants,  NIH.  Following  Study  Section  review,  the  applications  will  receive 
a second- level  review  by  an  appropriate  council/board. 

REVIEW  CRITERIA 

The  standard  review  criteria  will  be  used  to  assess  the  scientific  merit  of  applications.  The  Study  Section 
will  be  reviewing  the  adequacy  of  protection  of  human  subjects,  the  humane  care  of  animals,  and  biosafety 
conditions.  In  clinical  research  studies,  reviewers  also  will  be  evaluating  the  adequacy  of  the  inclusion  of 
women  and  minorities  in  the  study  populations. 

AWARD  CRITERIA 

Applications  will  compete  for  available  funds  with  all  other  approved  applications  assigned  to  the  institute. 
•The  number  of  awards  to  be  made  is  dependent  upon  receipt  of  a sufficient  number  of  applications  of  high 
scientific  merit  and  upon  availability  of  funds. 

STAFF  CONTACT 

Requests  for  additional  information  or  questions  regarding  this  program  may  be  directed  to: 

Susana  A.  S.  Sztein,  M.D. 

Chief,  Autoiimiuni ty  Section 

Division  of  Allergy,  Immunology  and  Transplantation 

National  Institute  of  Allergy  and  Infectious  Diseases 

Westwood  Building,  Room  755 

Bethesda,  MD  20892 

Telephone:  (301)  496-7985 

FAX  Number:  (301)  402-0175 

For  fiscal  and  administrative  matters  contact: 

Mr.  Jeffrey  Carow 

Chief,  Immunology  Grants  Management  Section 

Grants  Management  Branch,  Division  of  Extramural  Activities 

National  Institute  of  Allergy  and  Infectious  Diseases 

National  Institutes  of  Health 

Westwood  Building,  Room  726 

Bethesda,  MD  20892 

Telephone:  (301)  496-7075 


AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.855,  Immunology, 
Immunologic  Diseases  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Servi 
III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants 
Federal  Regulation  42  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
of  Executive  Order  12372  or  Health  Systems  Agency  review. 


Allergic  and 
ce  Act,  Title 
policies  and 
requi rements 


NIH  Guide  for  Grants 


and  Contracts 


Vol . 20,  No  39  - October  18,  1991 
Page  22 


3 1496  00494  8280 


NOTICE  OF  MAILING 
CHANGE 

□ Check  here  if  you  wish  to' 
discontinue  receiving  this 
publication 


□ Check  here  if  your  address  has 

changed  and  you  wish  to  con- 
tinue receiving  this  publication. 
Make  corrections  below  and 
mail  this  page  to: 


NIH  Guide 

Printing  & Reproduction  Branch 
National  Institutes  of  Health 
Room  B4BN08,  Building  31 
Bethesda,  Maryland  20892 


U.S.  DEPARTMENT  OF  HEALTH 
AND  HUMAN  SERVICES 

OFFICIAL  BUSINESS 
Penalty  for  Private  Use,  $300 

The  NIH  Guide  announces  scientific 
initiatives  and  provides  policy  and 
administrative  information  to  indivi- 
duals and  organizations  who  need  to 
k be  kept  informed  of  opportunities, 

■ requirements,  and  changes  in  extra- 
* mural  programs  administered  by  the 
National  Institutes  of  Health. 


First  Class  Mail 
Postages  & Fees  Paid 
PHS/N1H/OD 
Permit  No.  G-291 


RICHARD  U MURRY  * 340189 

**S1350E»* 


929  WILD  FOREST  DRIVE 
GAITHERSBURG  MB  20879  0060 


Vol . 20,  No.  40 
October  25,  1991 


NIH  GUIDE  - Vol . 20.  No.  40  - October.  25.  1991 


NOTICES 
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National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

INDEX:  NATIONAL  INSTITUTES  OF  HEALTH;  ALCOHOL,  DRUG  ABUSE,  MENTAL  HEALTH 

NOTICE  OF  ANTICIPATED  REQUEST  FOR  APPLICATIONS  2 

National  Center  for  Nursing  Research 
INDEX:  NURSING 

CONFERENCE:  "AGING- -THE  QUALITY  OF  LIFE11  3 

National  Institutes  of  Health 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

NATIONAL  WORKSHOPS  ON  THE  PROTECTION  OF  HUMAN  SUBJECTS  3 

National  Institutes  of  Health 
Food  and  Drug  Administration 

INDEX:  NATIONAL  INSTITUTES  OF  HEALTH;  FOOO  AND  DRUG  ADMINISTRATION 


NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 


PATHOLOGY  AND  VETERINARY  SUPPORT  FOR  PRECLINICAL  TOXICOLOGY  STUDIES  (RFP  NCI -CM -27726- 72)  5 

National  Cancer  Institute 
INDEX:  CANCER 

PRECLINICAL  TOXICOLOGY  AND  PHARMACOLOGY  OF  DRUGS  DEVELOPED  FOR  CANCER.  AIDS.  AND  AIDS-RELATED  ILLNESSES 

(RFP  NCI -CM-27727-72)  6 

National  Cancer  Institute 
INDEX:  CANCER 

SURVEILLANCE  EPIDEMIOLOGY  AND  END  RESULTS  EXPANSION  (RFP  NCI -CM-25403-41 ) 6 

National  Cancer  Institute 
INDEX:  CANCER 

PRECLINICAL  TOXICOLOGY  AND  PHARMACOLOGY  OF  DRUGS  DEVELOPED  FOR  CANCER.  AIDS.  AND  AIDS-RELATED  ILLNESSES 

(SMALL  BUSINESS  SET-ASIDE)  (RFP  NCI -CM-27729-72)  7 

National  Cancer  Institute 
INDEX:  CANCER 

REFERENCE  LABORATORY  FOR  NON-TUBERCULOUS  ATYPICAL  MYCOBACTERIA  ISOLATED  FROM  AIDS  PATIENTS 

(RFP  NIH-NIAID-DAIDS-92-04)  7 

National  Institute  of  Allergy  and  Infectious  Diseases 
INDEX:  ALLERGY,  INFECTIOUS  DISEASES 

MASTER  AGREEMENT  FOR  CHEMICAL  SYNTHESIS  (MAA  NCI -CM-27730-28)  8 

National  Cancer  Institute 
INDEX:  CANCER 

CLINICAL  TRIALS  OF  CANCER  THERAPY  WITH  BIOLOGICAL  RESPONSE  MODIFIERS  (RFA  CA-92-Q1)  9 

National  Cancer  Institute 
INDEX:  CANCER 

MECHANISMS  UNDERLYING  CORONARY  HEART  DISEASE  IN  BLACKS  (RFA  HL-92-01-H)  10 

National  Heart,  Lung,  and  Blood  Institute 
INDEX:  HEARL,  LUNG,  BLOOD 

CELLULAR  AND  MOLECULAR  MECHANISMS  OF  PLACENTAL  NUTRIENT  TRANSPORT  (RFA  HD-92-05)  12 

National  Institute  of  Child  Health  and  Human  Development 
INDEX:  CHILD  HEALTH,  HUMAN  DEVELOPMENT 


ONGOING  PROGRAM  ANNOUNCEMENTS 

RESEARCH  GRANTS  ON  ALCOHOL  AND  IMMUNOLOGY  INCLUDING  ACQUIRED  IMMUNODEFICIENCY  SYNDROME  (PA-92-12)  ....  14 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
INDEX:  ALCOHOL  ABUSE,  ALCOHOLISM 

SMALL  RESEARCH  GRANTS  FOR  DATA  ANALYSIS  (PA-92-13)  17 

National  Eye  Institute 
INDEX:  EYE 
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MODEL  CANCER  CONTROL  DELIVERY  SYSTEMS  (PA-92-14) 

National  Cancer  Institute 
INDEX:  CANCER 

PSYCHOTHERAPEUTIC  DRUG  DISCOVERY  AND  DEVELOPMENT  PROGRAM  (PA-92-15)  22 

National  Institute  of  Mental  Health 
INDEX:  MENTAL  HEALTH 


NOTICES 


NIH/ADAHHA  CHANGES  IN  THE  PEER  REVIEU  SYSTEM 

P.T.  34;  K.U.  1014002,  1014006 
National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA), 
as  part  of  their  Financial  Management  Plans,  have  initiated  several  major  changes  in  the  peer  review  system. 
These  changes,  which  are  being  implemented  beginning  with  the  current  round  of  Initial  Review  Group  meetings, 
will  affect  all  applications  submitted  to  the  NIH  and  the  research  Institutes  of  ADAMHA  for  funding 
consideration. 


Applications  will  no  longer  be  "approved"  or  "disapproved."  Instead,  each  application  will  receive  a score 
unless  the  peer  review  group  determines  that  an  application  should  be  deferred  for  additional  information  or  that 
it  should  be  "not  recommended  for  further  consideration"  (NRFC) . By  definition,  NRFC  means  that  an  application 
does  not  have  "significant  and  substantial  merit,"  and  differs  from  the  former  term  "disapproval"  which  meant 
"lacking  sufficient  merit  to  warrant  funding." 


Thus,  the  NRFC  recommendations  can  be  expected  to  include  a greater  number/percentage  of  applications  than  did 
"disapprovals." 

Of  equal  importance  is  the  new  scale  of  adjectival  descriptors  for  priority  ratings,  modified  to  reflect  the  new 
concept  of  "significant  and  substantial"  merit.  These  descriptors  now  cover  the  following  range  of  scores: 


1.0  - 1.5 

1.5  - 2.0 

2.0  - 2.5 

2.5  - 3.5 

3.5  - 5.0 


Outstanding 
Excel  lent 
Very  Good 
Good 

Acceptable 


Regardless  of  the  recommendations  that  are  accorded,  all  applications  will  be  completely  and  thoroughly  reviewed. 

Appl  ications  that  receive  the  NRFC  designation,  as  well  as  those  whose  scores  fall  within  the  bottom  tier 
(approximately  the  last  third),  usually  will  not  be  brought  to  the  National  Advisory  Councils/Boards  for 
consideration.  Councils/Boards  will,  however,  be  provided  with  a complete  listing  of  all  applications  reviewed, 
and  they  may  single  out  any  application  for  individual  discussion. 

Another  new  procedure  that  the  NIH  and  ADAMHA  will  implement  at  this  time  is  to  inform  applicant  investigators 
of  the  outcome  of  the  initial  review  of  their  applications  as  soon  as  possible  following  the  meeting  of  the 
Initial  Review  Groups.  NIH  and  ADAMHA  will  provide  this  information  and  the  name  and  telephone  number  of  the 
staff  person  responsible  for  that  application.  This  communication  will  also  inform  the  applicant  that  the 
Summary  Statement,  containing  evaluative  comments,  will  be  mailed  to  the  applicant  in  approximately  six  to  eight 
weeks.  Applicant  investigators  are  requested  refrain  from  communicating  with  staff  concerning  the  specifics  of 
the  review  or  funding  possibilities  until  after  the  Summary  Statement  has  been  received. 


NOTICE  OF  ANTICIPATED  REQUEST  FOR  APPLICATIONS 


P.T.  34;  K.U.  0785130,  0404000,  0785035 
National  Center  for  Nursing  Research 

The  National  Center  for  Nursing  Research  (NCNR)  is  considering  the  release  of  a Request  for  Applications  (RFA) 
for  P20  grant  applications  in  January,  1992.  The  RFA  would  be  for  Exploratory  Centers  for  Biobehavioral  Symptom 
Management.  Eligible  institutions  will  be  schools  of  nursing  and  departments  of  nursing  within  clinical 
settings.  The  expected  receipt  date  is  May  7,  1992. 

Although  details  will  not  be  available  until  publication  in  the  NIH  Guide,  the  program  contact  person  is: 

Dr.  Laura  James 

Acute  and  Chronic  Illness  Branch 
National  Center  for  Nursing  Research 
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Building  31,  Room  5B03 
Bethesda,  MD  20892 
Telephone:  (301)  496-0523 

CONFERENCE:  “AGING--THE  QUALITY  OF  LIFE" 

P.T.  42;  K.U.  0710010,  0745035 
National  Institutes  of  Health 

The  Christopher  Columbus  Medical  Sciences  Committee  of  the  National  Institutes  of  Health,  in  conjunction  with 
several  NIH  institutes,  the  Food  and  Drug  Administration,  and  the  Italian  National  Research  Council,  has 
organized  a major  international  conference  that  will  be  held  at  the  Omni  Shoreham  Hotel  in  Washington,  DC, 
February  10-12,  1992.  The  conference  is  part  of  the  commemoration  of  the  Quincentenary  of  Christopher  Columbus* 
epic  voyage  to  the  Americas. 

A banquet  will  be  held  in  the  evening  of  February  11.  Presentation  of  the  prestigious  Christopher  Columbus 
Discovery  Awards  to  outstanding  scientists  in  biomedical  research  will  be  the  highlight  of  the  banquet. 

Topics  and  speakers  at  the  Plenary  Session  on  Monday,  February  10,  will  be: 

o Searching  for  the  Fountain  of  Youth:  500  Years  of  Research  to  Understand  Aging;  Dr.  Robert  N.  Butler,  Mt.  Sinai 
Medical  Center,  New  York; 

o Age  Associated  Changes  in  Cardiovascular  Function  in  Response  to  Exercise;  Dr.  Myron  Ueisfeldt,  Columbia 
University,  New  York; 

o Nutrition,  Aging  and  Disease:  The  Metabolic  Crossroads;  Dr.  Edwin  L.  Bierman,  University  of  Washington; 
o Drug  Metabolism/Pharmacology  in  the  Aging;  Dr.  Grant  R.  Wilkenson,  Vanderbilt  University; 
o The  Brain:  Lighthouse  of  the  Aging  Years;  Dr.  Fred  Plum,  Cornell  Medical  Center; 

o Osteoporosis,  Osteoarthrosis,  and  Other  Musculoskeletal  Disorders  in  the  Elderly;  Dr.  Lawrence  E.  Shulman, 
National  Institutes  of  Health; 

o The  Effect  of  Chronological  Age  on  Cancer  Biology  and  Therapy;  Dr.  Emil  J.  Freireich,  M.D.  Anderson  Hospital; 

o Implications  of  Aging  for  the  Individual  and  Society;  Dr.  Robert  H.  Binstock,  Case  Western  Reserve;  and 

o Medicare:  What  is  Covered?/What  is  not  Covered?;  Dr.  Gail  Wilensky,  Administrator,  Health  Care  Financing 
Administration. 

Concurrent  sessions  dealing  with  cardiovascular,  brain,  cancer,  musculoskeletal,  healthy  aging,  nutrition, 
obesity  and  urogenital  research,  featuring  outstanding  biomedical  scientists,  will  be  held  on  the  second  and 
third  days.  An  interdisciplinary  poster  session  will  be  held  on  Tuesday,  February  11.  Summary  reports  and 
future  challenges  will  be  presented  at  the  final  plenary  session  to  close  the  conference  on  the  third  day. 

The  conference  will  be  of  interest  to  scientists,  public  health  officials,  policy  makers  and  analysts,  and  the 
general  public. 

Continuing  Medical  Education  credits  for  21.5  hours  in  Category  1 of  the  Physician's  Recognition  Award  of  the 
American  Medical  Association  are  available. 

Registration  for  the  three-day  conference  is  $200  if  paid  in  advance  or  $250  on  site.  Early  registration  of  $150 
has  been  extended  to  December  15,  1991.  Those  interested  in  program  and  registration  information  should  contact: 

Aging:  Quality  of  Life  Conference 
Suzanne  Kuntz,  Conference  Coordinator 
655  Fifteenth  St.,  N.W.,  Suite  300 
Washington,  DC  20005 
Telephone:  (202)  639-4524 
FAX:  (202)  347-6109 

NATIONAL  WORKSHOPS  ON  THE  PROTECTION  OF  HUMAN  SUBJECTS 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  sponsoring  a series  of 
workshops  on  the  responsibilities  of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest 
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in  research  involving  human  subjects.  The  meetings  should  be  of  special  interest  to  those  persons  currently 
serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these  workshops  are  relevant  to 
all  other  Public  Health  Service  agencies.  The  current  schedule  includes  the  following: 

WEST  COAST  WORKSHOP 

DATES:  January  23  and  24,  1992  (REVISED  DATES) 

WORKSHOP  SITE:  Los  Angeles,  CA 
SPONSORS: 

University  of  Southern  California 
Los  Angeles,  CA  90089-4014 

California  State  University  - Los  Angeles 
5151  State  University  Drive 
Los  Angeles,  CA  90032-8202 

REGISTRATION  CONTACT: 

Ms.  Lily  Patterson 

Assistant  to  the  Director 

Research  and  Sponsored  Programs 

California  State  University  - Los  Angeles 

5151  State  University  Drive 

Los  Angeles,  CA  90032-8202 

Telephone:  (213)  343-3820 

TOPIC:  Whose  Research  is  it  Anyway?  A Workshop  on  the  Protection  of  Human  Subjects  in  Research 

SOUTH  MIDWESTERN  WORKSHOP 

DATES:  February  20  and  21,  1992 

WORKSHOP  SITE:  San  Antonio,  TX 

SPONSORS: 

University  of  Texas  Health  Science  Center  at  San  Antonio 

7703  Floyd  Curl  Drive 

San  Antonio,  TX  78284-7972 

St.  Mary's  University 
One  Camino  Santa  Maria 
San  Antonio,  TX  78228-8572 

REGISTRATION  CONTACT: 

Ms.  Angie  Khan 

Institutional  Coordinator  of  Research  Review 
University  of  Texas  Health  Science  Center  at  San  Antonio 
7703  Floyd  Curl  Drive  (Room  402L) 

San  Antonio,  TX  78284-7972 
Telephone:  (512)  567-2351 

TOPIC:  Identifying  and  Assessing  Risks  in  Human  Subject  Research 

SOUTHWEST  WORKSHOP 

DATES:  March  24  and  25,  1992 

WORKSHOP  SITE: 

Sheraton  Old  Town  Hotel 
800  Rio  Grande  Blvd.,  N.W. 

Albuquerque,  NM  87104 

SPONSORS: 

University  of  New  Mexico 
Albuquerque,  NM  87131-5126 

Navajo  Community  College 
Shiprock,  NM  87420 

REGISTRATION  CONTACT: 

University  of  New  Mexico 

Office  of  Continuing  Medical  Education 

Health  Sciences  and  Services  Building  (Room  140) 
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Box  713 

Albuquerque,  NM  87131-5126 
Telephone:  (505)  277-3942 

TOPIC:  Ethics,  Justice,  and  Tribal  Participation  in  Research  with  American  Indians:  Basic  Training  for  IRB 
Members 

NORTHEASTERN  WORKSHOP 
DATES:  April  27  and  28,  1992 
WORKSHOP  SITE:  Philadelphia,  PA 
SPONSORS: 

University  of  Pennsylvania 
133  South  36th  Street,  Suite  300 
Philadelphia,  PA  19104-3246 

Lincoln  University 

Lincoln  University,  PA  19352 

REGISTRATION  CONTACT: 

Ms.  Lynn  Bevan 

Assistant  Director 

Office  of  Research  Administration 

University  of  Pennsylvania 

133  South  36th  Street,  Suite  300 

Philadelphia,  PA  19104-3246  • 

Telephone:  (215)  898-2614 

TOPIC:  The  Shifting  Ground:  Current  Issues  for  the  Protection  of  Human  Subjects  on  Biomedical  and  Behavioral 
Research 

For  further  information  regarding  these  workshops  and  future  NIH/FDA  National  Protection  of  Human  Subjects 
Workshops,  please  contact: 

Ms.  Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockville  Pike 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

PATHOLOGY  AMD  VETERINARY  SUPPORT  FOR  PRECLINICAL  TOXICOLOGY  STUDIES 

RFP  AVAILABLE:  NCI -CM-27726-72 

P.T . 34;  K.W.  0785165,  0201058,  0740020,  1007009 

National  Cancer  Institute 

The  Developmental  Therapeutics  Program  (DTP)  of  the  Division  of  Cancer  Treatment  of  the  National  Cancer  Institute 
(NCI)  will  issue  a Request  for  Proposals  (RFP)  to  seek  an  organization  to  perform  a variety  of  pathology  and 
veterinary  services  to  support  the  DTP  preclinical  toxicology  program  for  anticancer  and  anti-AIDS  drug 
development.  Organizations  must  have  the  facilities  and  staff  to  carry  out  these  efforts  and  the  management 
expertise  to  respond  to  the  diverse  needs  of  this  contract.  As  a minimum  requirement,  organizations  must  comply 
with  the  FDA  current  Good  Laboratory  Practice  Regulations.  One  contract  will  be  awarded  and  will  be  administered 
on  a task-managed  basis.  Task  orders  will  be  issued  under  the  "funded  cost- reimbursement  level  of  effort" 
contract  resulting  from  this  solicitation.  Specific  task  orders  to  be  issued  will  involve  the  following:  (1) 
operation  of  a repository  to  hold  the  pathology  materials  generated  in  past  and  future  toxicology  studies;  (2) 
performance  of  an  independent  verification  (quality  assessment)  of  the  pathological  findings  by  the  study 
pathologist,  especially  with  respect  to  drug-relatedness,  nomenclature,  and  slide  quality;  (3)  provision  of  a 
pathology  support  program  to  prepare  blocks  and  slides  and  conduct  histopathological  evaluation  of  tissues;  and 
conduct  site  visits  to  perform  necropsies,  slide  preparation,  or  to  assist  the  Project  Office  in  project 
evaluation;  (4)  storage,  maintenance,  and  shipment  of  Government  infusion  equipment  to  other  DTP  contractors; 
(5)  development  and  implementation  of  new  surgical  or  other  procedures  for  drug  administration,  instruction  in 
these  procedures,  and  performance  of  this  procedures  in  actual  animal  studies;  and  (6)  Performance  of  site  visits 
to  the  DTP  toxicology  contractor  laboratories  to  evaluate  animal  care  programs  or  to  investigate  animal  care 
problems.  The  Principal  Investigator  must  be  a board  certified  veterinary  pathologist  or  veterinarian  with  at 
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least  three  years  experience  with  similar  programs. 


This  is  a SMALL  BUSINESS  SET  ASIDE.  This  effort  is  currently  being  performed  by  Pathology  Associates,  Inc.  under 
contract  N01-CM-87258. 

The  RFP  No.  NCI -CM- 27726- 72  will  be  available  on  or  about  October  31,  1991,  with  a deadline  for  receipt  of 
proposals  on  December  15,  1991.  A copy  of  the  RFP  may  be  obtained  by  written  request  to: 

Ms.  Jacqueline  Ballard 
Contract  Specialist 
National  Cancer  Institute 
9000  Rockville  Pike 
Executive  Plaza  South,  Room  603 
Bethesda,  MD  20892 

PRECLINICAL  TOXICOLOGY  AND  PHARMACOLOGY  OF  DRUGS  DEVELOPED  FOR  CANCER.  AIDS.  AND  AIDS-RELATED  ILLNESSES 

RFP  AVAILABLE:  NCI -CM-27727-72 

P.T.  34;  K.W.  0710100,  1007009,  0715008,  0715035,  0740020 
National  Cancer  Institute 

The  Development  Therapeutics  Program  (DTP)  of  the  Division  of  Cancer  Treatment  of  the  National  Cancer  Institute 
is  seeking  organizations  to  carry  out  Pharmacology  and  Toxicology  studies,  the  data  from  which  must  be  suitable 
for  filing  with  the  Food  and  Drug  Administration  as  part  of  Investigational  New  Drug  Applications.  Organizations 
must  have  the  facilities  and  staff  to  carry  out  such  studies  and  the  management  expertise  to  analyze  and  evaluate 
the  data.  As  a minimum  mandatory  requirement,  the  contractor  must  perform  all  toxicology  studies  in  accord  with 
the  FDA's  current  Good  Laboratory  Practices  Regulations.  Organizations  must  also  indicate  their  willingness  to 
sign  a confidentiality  of  information  statement. 

Multiple  awards  will  be  made  under  this  solicitation  and  will  be  administered  on  a task-managed  basis.  Task 
orders  will  be  issued  under  the  "funded  cost-  reimbursement  level  of  effort"  contracts  resulting  from  this 
solicitation.  Assignments  are  estimated  to  involve  two  to  four  chemical  agents  annually  per  contract.  Offerors 
are  required  to  propose  at  both  levels  of  effort  (46,875  and  93,750  hours  over  a five-year  period).  The 
objectives  of  the  task  orders  to  be  issued  are:  (1)  validation  of  analytical  methodology  to  quantitate  drug 
plasma  levels  in  laboratory  animals  and  to  measure  levels  in  rodents  and  dogs  treated  with  the  agent  under  study; 
(2)  determination  of  bioavailability  of  drug  after  parenteral  and/or  oral  administration,  if  efficacious  drug 
levels  can  be  attained  in  plasma  in  vivo,  and  if  the  drug  crosses  the  blood-brain  barrier  (AIDS  drugs);  (3) 
assessment  of  acute  and  subacute  toxicity  in  rodents  and  dogs  including  determination  of  a maximum  tolerated 
dose,  of  dose  limiting  toxicities,  schedule- dependent  toxicity,  or  the  reversibility  of  adverse  effects,  and  of 
a safe  clinical  starting  dose;  (4)  the  use  of  pharmacokinetic  information  to  permit  extrapolation  of  toxic 
effects  across  species  by  relating  plasma  drug  levels  to  the  time  of  appearance  and  severity  of  toxicity,  and 
to  establish  the  safety  of  potentially  efficacious  doses. 

The  Principal  Investigator  must  have  a doctoral  degree  in  pharmacology/toxicology  plus  at  least  three  years 
experience  in  directing,  implementing,  and  evaluating  drug  toxicity  studies  in  experimental  animals.  The 
pathologist  and  analytical  chemist  must  likewise  have  credentials  that  illustrate  their  competence  and 
accomplishments  in  serving  as  critical  team  members  in  the  conduct  of  such  studies. 

This  effort  is  currently  being  performed  by  Battelle  Memorial  Institute,  contract  No.  N01 -CM-97617,  Southern 
Research  Institute,  contract  No.  N01 -CM-97574,  Midwest  Research  Institute,  contract  No.  N01 -CM-87202,  and 
Southern  Research  Institute,  contract  No.  N01-CM-87259.  The  Request  for  Proposals  (RFP)  No.  NCI -CM-27727-72  will 
be  available  on  about  November  4,  1991,  with  a deadline  for  receipt  of  proposals  on  January  3,  1992.  A copy  of 
the  RFP  may  be  obtained  by  written  request  to: 

Ms.  Jacqueline  Ballard, 

Contract  Specialist 
National  Cancer  Institute 
9000  Rockville  Pike 
Executive  Plaza  South,  Room  603, 

Bethesda,  MD  20892 

No  collect  calls  well  be  accepted. 

SURVEILLANCE  EPIDEMIOLOGY  AMD  END  RESULTS  EXPANSION 

RFP  AVAILABLE:  NCI -CN-25403-41 

P.T.  34;  K.W.  0715035,  0785055,  0755018 

National  Cancer  Institute 

The  National  Cancer  Institute,  Division  of  Cancer  Prevention  and  Control,  is  soliciting  proposals  for  an 
expansion  of  the  Surveillance,  Epidemiology  and  End  Results  Program  (SEER).  The  thrust  of  this  proposed  project 
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is  to:  (1)  obtain  within  the  geographic  area  of  coverage,  data  on  all  newly  diagnosed  cases  of  cancer  beginning 
January  1,  1991  forward;  (2)  obtain  cancer  patient  survival  data  on  all  cases  diagnosed  in  1991  forward;  (3) 
monitor  trends  in  the  incidence  of  specific  forms  of  cancer,  particularly  with  respect  to  demographic  and  social 
characteristics  of  the  populations;  and  (4)  assess  the  completeness  and  accuracy  of  all  data  collected.  It  is 
anticipated  that  offerors  must  provide  documentation  of  authority  to  collect  data  for  their  identified  coverage 
area  and  be  required  to  have  a Hispanic  population  of  at  least  300,000  in  their  coverage  area. 

Requests  for  this  Requests  for  Proposals  (RFP)  must  be  in  writing  and  reference  RFP  No.  NCI -CN-25403-41 . The 
RFP  will  be  available  approximately  October  15,  1991,  and  proposals  will  be  due  approximately  December  2,  1991. 

Copies  of  the  RFP  may  be  obtained  by  sending  a written  request  to: 

Susan  K.  Hoffman,  Contracting  Officer 
National  Cancer  Institute 
Research  Contracts  Branch,  PCCS 
Executive  Plaza  South,  Room  635 
9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-8603 

PRECLIN1CAL  TOXICOLOGY  AMD  PHARMACOLOGY  OF  DRUGS  DEVELOPED  FOR  CANCER.  AIDS.  AND  AIDS-RELATED  ILLNESSES  (SHALL 

BUSINESS  SET-ASIDE) 

RFP  AVAILABLE:  NCI -CM -27729- 72 

P.T.  34;  K.U.  0710100,  1007009,  0715008,  0715035,  0740020 
National  Cancer  Institute 

The  Developmental  Therapeutics  Program  (DTP)  of  the  Division  of  Cancer  Treatment  of  the  National  Cancer  Institute 
is  seeking  organizations  to  carry  out  pharmacology  and  toxicology  studies,  the  data  from  which  must  be  suitable 
for  filing  with  the  Food  and  Drug  Administration  as  part  of  Investigational  New  Drug  Applications.  Organizations 
must  have  the  facilities  and  staff  to  carry  out  such  studies  and  the  management  expertise  to  analyze  and  evaluate 
the  data.  As  a minimum  mandatory  requirement,  the  contractor  must  perform  all  toxicology  studies  in  accord  with 
the  FDA  current  Good  Laboratory  Practice  Regulations.  Organizations  must  also  indicate  their  willingness  to  sign 
a confidentiality  of  information  statement.  One  contract  will  be  awarded  and  will  be  administered  on  a task 
managed  basis.  Task  orders  will  be  issued  under  the  "funded  cost-  reimbursement  level  of  effort"  contract 
resulting  from  this  solicitation.  Assignments  are  estimated  to  involve  two  to  four  chemical  agents  annually  per 
contract.  Offerors  are  required  to  propose  at  both  levels  of  effort  (46,875  and  93,750  hours  over  a five-year 
period).  The  objectives  of  the  task  orders  to  be  issued  are:  (1)  validation  of  analytical  methodology  to 
quantitate  drug  plasma  level  in  laboratory  animals  and  to  measure  levels  in  rodents  and  dogs  treated  with  the 
agent  under  study;  (2)  determination  of  bioavailability  of  drugs  after  parenteral  and/or  oral  administration, 
if  efficacious  drug  levels  can  be  attained  in  plasma  in  vivo,  and  if  the  drug  crosses  the  blood-brain  barrier 
(AIDS  drugs);  (3)  assessment  of  acute  and  subacute  toxicity  in  rodents  and  dogs  including  determination  of  a 
maximum  tolerated  dose,  of  dose  limiting  toxicities,  schedule-dependent  toxicity,  or  the  reversibility  of  adverse 
effects  and  of  a safe  clinical  starting  dose;  (4)  the  use  of  pharmacokinetic  information  to  permit  extrapolation 
of  toxic  effects  across  species  by  relating  plasma  drug  levels  to  the  time  of  appearance  and  severity  of 
toxicity,  and  to  establish  the  safety  of  potentially  efficacious  doses. 

The  Principal  Investigator  must  have  a doctoral  degree  in  pharmacology/toxicology  plus  at  least  three  years 
experience  in  directing,  implementing,  and  evaluating  drug  toxicity  studies  in  experimental  animals.  The 
pathologist  and  analytical  chemist  must  likewise  have  credentials  that  illustrate  their  competence  and 
accomplishments  in  serving  as  critical  team  members  in  the  conduct  of  such  studies. 

This  is  a SMALL  BUSINESS  SETASIDE.  This  effort  is  currently  being  performed  by  Springborn  Life  Sciences,  Inc. 
under  contract  No.  N01 -CM-87256. 

The  Request  for  Proposals  (RFP)  No.  NCI -CM-27729-72  will  be  available  on  or  about  October  31,  1991,  with  a 
deadline  for  proposals  on  December  30,  1991.  A copy  of  the  RFP  may  be  obtained  by  written  request  to: 

Ms.  Jacqueline  Ballard,  Contract  Specialist 
National  Cancer  Institute 
9000  Rockville  Pike 
Executive  Plaza  South,  Room  603 
Bethesda,  MD  20892 

REFERENCE  LABORATORY  FOR  NON -TUBERCULOUS  ATYPICAL  MYCOBACTERIA  ISOLATED  FROM  AIDS  PATIENTS 

RFP  AVAILABLE:  NIH-NIAID-DAIDS-92-04 

P.T.  34;  K.U.  0780000,  0715008,  1002027 

National  Institute  of  Allergy  and  Infectious  Diseases 
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The  Clinical  Research  Program  of  the  Division  of  AIDS  (DAIDS),  National  Institute  of  Allergy  and  Infectious 
Diseases  (NIAID)  has  a requirement  for  a centralized  facility  for  identification  and  susceptibility  testing  of 
clinically  important  non- tuberculous  mycobacteria.  Such  a facility  would  also  serve  as  a microbiologic 
repository,  maintaining  a collection  of  clinical  isolates  for  future  analysis.  The  contractor  would  perform 
quantitative  cultures  of  clinical  specimens  obtained  from  studies  sponsored  by  DAIDS,  perform  antibiotic 
susceptibility  testing  on  clinical  isolates,  and  provide  support  for  epidemiological  studies  of  mycobacterial 
infection  and  ecological  distribution.  This  contract  will  be  a significant  resource  for  monitoring  eligibility 
and  outcomes  of  clinical  trials  sponsored  by  the  AIDS  Clinical  Trials  Group  and  the  Community  Program  for 
Clinical  Research  on  AIDS  aimed  at  the  treatment  and  prophylaxis  of  disease  caused  by  non- tuberculous 
mycobacteria  (primarily  M.  avium  complex),  as  well  as  for  natural  history  studies  sponsored  by  DAIDS. 

This  NIAID- sponsored  project  will  take  approximately  five  years  to  complete.  A cost- reimbursement  contract  is 
anticipated  and  one  award  will  be  made. 

This  is  an  announcement  for  an  anticipated  Request  for  Proposals  (RFP) . RFP-NIH-NIAID-DAIDS-92-04  shall  be 
issued  on  or  about  November  1,  1991,  with  a closing  date  tentatively  set  for  January  6,  1992.  Requests  for  the 
RFP  shall  be  directed  in  writing  to: 

Phillip  Hastings 
Contract  Management  Branch, 

National  Institute  of  Allergy  and  Infectious  Diseases 
Control  Data  Corp.  Building 
6003  Executive  Blvd.,  Room  3C07 
Bethesda,  MD  20892 

To  receive  a copy  of  the  RFP,  please  supply  this  office  with  two  self-addressed  labels.  All  responsible  sources 
may  submit  a proposal  that  will  be  considered.  This  advertisement  does  not  commit  the  Government  to  award  a 
contract. 

MASTER  AGREEMENT  FOR  CHEMICAL  SYNTHESIS 
MASTER  AGREEMENT  ANNOUNCEMENT  AVAILABLE:  NCI -CM -27730 -28 
P.T.  34;  K.U.  1003006,  1003012 
National  Cancer  Institute 

The  Drug  Synthesis  and  Chemistry  Branch  Developmental  Therapeutics  Program,  Division  of  Cancer  Treatment, 
National  Cancer  Institute  (NCI),  is  interested  in  receiving  proposals  from,  and  establishing  Master  Agreements 
(MAs)  with,  offerors  who  have  the  capability  to  provide  services  for  the  synthesis  of  a variety  of 
organic/inorganic  compounds.  This  is  a recompetition  of  the  project,  "Master  Agreement  for  Chemical  Synthesis." 
Current  holders  of  Master  Agreements  are  the  University  of  Alabama,  H.G.  Pars  Pharmaceutical  Laboratories, 
Research  Triangle  Institute,  Ricerca,  Inc.,  Southern  Research  Institute,  Starks  Associates,  SRI  International, 
and  the  Department  of  Scientific  and  Industrial  Research. 

It  is  planned  that  agreements  negotiated  as  a result  of  this  solicitation  will  be  awarded  for  a five-year  period 
beginning  September  30,  1992.  A Master  Agreement  (MA)  is  the  instrument  issued  to  sources  who  respond  to  a 
Master  Agreement  Announcement  (MAA),  and  who  are  judged  to  be  qualified  to  compete  for  future  orders  issued  under 
the  general  project  area  or  areas  described  in  the  MA.  MAs  are  competitively  negotiated  and  awarded  to  more  than 
one  organization.  The  MAs  will  not  be  funded  per  se;  however,  MA  holders  will  be  invited  to  propose 
competitively  on  Master  Agreement  Orders  (MAOs)  as  they  are  issued.  Each  MAO  will  be  designed  to  accomplish  a 
specific  task  as  promptly  as  possible.  An  MAO  is  a bilateral  award  document  issued  to  the  MA  holder  who 
successfully  competed  for  the  requirements  described  in  a MAO  RFP.  Individual  MAOs  will  be  issued  on  either  a 
completion  or  term  (level  of  effort)  basis,  whichever  is  deemed  appropriate  by  the  Contracting  Officer. 

The  objective  of  this  project  is  the  resynthesis  of  known  compounds  of  varying  degrees  of  complexity  for 
confirmatory  testing,  the  synthesis  of  unique  compounds  with  reported  biological  activity,  the  resynthesis  of 
compounds  identified  by  in  vitro  anti -cancer  and  anti -AIDS  screens  as  candidates  for  secondary  testing,  and  the 
synthesis  of  unique  compounds  in  support  of  The  NCI  intramural  program. 

Master  Agreement  Announcement  (MAA)  No.  NCI -CM-27730-28  will  be  available  on  or  about  October  30,  1991,  and 
proposals  will  be  due  approximately  six  weeks  thereafter. 

Copies  of  the  MAA  may  be  obtained  by  sending  a written  request  to: 

Ms.  Carolyn  E.  Barker,  Contract  Specialist 

Research  Contracts  Branch,  TCS 

National  Cancer  Institute 

Executive  Plaza  South,  Room  603 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-8620 
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CLINICAL  TRIALS  OF  CANCER  THERAPY  UITH  BIOLOGICAL  RESPONSE  MODIFIERS 


RFA  AVAILABLE:  CA-92-01 

P.T.  34;  K.W.  0740015,  0755015,  0715035 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  November  20,  1991 
Application  Receipt  Date:  January  22,  1992 

PURPOSE 

The  Biological  Response  Modifiers  Program  (BRMP),  Division  of  Cancer  Treatment  (DCT),  National  Cancer  Institute 
(NCI),  announces  the  availability  of  a Request  for  Applications  (RFA)  to  establish  cooperative  agreements  for 
clinical  trials  of  cancer  therapy  with  biological  response  modifiers  (BRMs).  These  cooperative  agreements  are 
designed  to  foster  innovative  clinical  trials  of  BRMs  by  peer-reviewed  groups  of  highly  experienced  clinical  and 
preclinical  investigators  who  have  the  unique  technical  capabilities  necessary  for  such  trials.  The  "Research 
Goals  and  Scope"  of  this  RFA  will  require  a novel  plan  for  early  clinical  development  of  a given  new  agent  or 
agents,  adequately  supported  by  the  applicant's  own  prior  preclinical  and,  if  available,  clinical  results.  The 
application  must  describe  how  its  objectives  are  in  accord  with  the  applicant's  own  interests  and  experience. 
The  applicant  must  provide  evidence  of  access  to  the  agent(s)  proposed  for  study.  A detailed  protocol  for  an 
initial  clinical  trial  must  also  be  included.  The  NCI  will  facilitate  the  institution  of  a peer-reviewed, 
investigator-initiated  trial,  participating  according  to  Terms  of  Cooperation  outlined  in  the  RFA. 

Each  Clinical  Trials  of  Cancer  Therapy  with  Biological  Response  Modifiers  (CATBRM)  study  group  will  be  composed 
of:  a Principal  Investigator;  one  or  more  laboratory  programs,  each  headed  by  a Program  Leader  with  the 

demonstrated  expertise  to  design  and  carry  out  assays  for  the  appropriate  monitoring  of  patients  on  the  study; 
one  or  more  clinical  programs,  each  headed  by  a Program  Leader  with  demonstrated  expertise  in  conducting  clinical 
trials  of  BRMs;  and  the  NCI  Program  Director.  The  application  may  include  investigators  from  one  or  more 
academic,  nonprofit,  and/or  commercial  institutions.  This  RFA  may  provide  an  opportunity  to  develop  agents 
identified  in  National  Cooperative  Drug  Discovery  Groups,  program  projects  (POIs),  or  individual  research  grants 
(ROls). 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  Healthy  People  2000,  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Clinical  Trials  of 
Cancer  Therapy  with  Biological  Response  Modifiers,  is  related  to  the  priority  area  of  cancer.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy 
People  2000  (Surmary  Report:  Stock  No.,  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government 
Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applying  groups  may  include  members  from  academic,  non-profit,  and  for-profit  institutions.  Involvement  of 
intramural  NIH  personnel  is  limited  as  described  in  the  RFA.  Domestic  and  foreign  organizations  and  institutions 
(non-profit  and  for-profit)  are  eligible,  and  domestic  applications  may  include  components  outside  the  United 
States.  Governments  and  their  agencies  are  also  eligible.  Applications  from  women  and  members  of  minority 
groups  are  encouraged. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  as  cooperative  agreements  (U01).  In  cooperative  agreements,  unlike  traditional  research 
grants,  substantial  NCI  programmatic  involvement  with  the  recipient  during  performance  of  the  planned  activity 
is  anticipated.  The  nature  of  NCI  staff  involvement  is  described  in  the  RFA.  Applicants  will  be  responsible  for 
the  planning,  direction,  and  execution  of  the  proposed  project.  Specifically,  the  CATBRM  study  group  is 
responsive  to  the  requirements  and  conditions  set  forth  in  the  RFA.  The  Principal  Investigator  defines  the 
details  for  the  project  in  accordance  with  the  Terms  of  Cooperation,  retains  primary  responsibility  for  the 
performance  of  the  activity,  and  agrees  to  accept  close  coordination,  cooperation,  and  assistance  of  NCI 
extramural  staff  (through  the  NCI  Program  Di rector)  in  all  aspects  of  scientific  and  technical  management  of  the 
project.  However,  there  is  no  intent,  real  or  implied,  for  NCI  staff  to  direct  CATBRM  activities  or  to  limit 
the  freedom  of  investigators. 

This  RFA  is  a one-time  solicitation.  Future  unsolicited  competing  renewal  applications  will  compete  as  research 
project  applications  with  all  other  investigator-initiated  applications.  However,  if  the  NCI  determines  that 
there  is  sufficient  continuing  program  need,  the  NCI  will  invite  recipients  of  awards  under  this  RFA  to  submit 
competitive  continuation  cooperative  agreement  applications  for  review. 

Applicants  may  request  no  more  than  four  years  of  support.  The  earliest  possible  starting  date  for  the  initial 
annual  period  will  be  July  1,  1992. 
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FUNDS  AVAILABLE 


The  NCI  plans  to  make  up  to  five  awards  for  project  periods  up  to  four  years,  and  has  set  aside  one  million 
dollars  total  costs  for  the  initial  year  funding.  This  funding  level  is  dependent  on  the  receipt  of  a sufficient 
number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided  for  in  the  financial  plans 
of  the  National  Cancer  Institute,  awards  pursuant  to  this  RFA  are  contingent  upon  continuing  availability  of 
funds. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

The  RFA  label  available  in  the  most  recent  revision  of  the  application  form  PHS  398  (rev.  10/88  and  reprinted 
9/89)  must  be  affixed  to  the  bottom  of  the  face  page.  The  title  and  number  of  this  announcement  must  be  typed 
in  Item  2 on  the  face  page  of  the  application.  Failure  to  use  this  label  could  result  in  delayed  processing  of 
the  application  such  that  it  may  not  reach  the  review  committee  in  time  for  review. 

Appl  icants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  are  requested  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed 
research.  A letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  must  be  included 
with  the  application. 

LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit,  by  November  20,  1991,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  and  if  possible,  names  and  institutional  affiliations  of  members  of  the  proposed 
study  group.  The  letter  of  intent  is  requested  in  order  to  provide  an  indication  of  the  number  and  scope  of 
applications  to  be  reviewed.  The  letter  of  intent  does  not  commit  the  sender  to  submit  an  application,  nor  is 
it  a requirement  for  submission  of  an  application,  and  does  not  enter  into  the  review  of  an  application 
subsequently  submitted. 

INQUIRIES 

For  additional  technical  information,  to  request  a copy  of  the  RFA,  and  to  submit  a letter  of  intent,  contact: 
Jon  Holmlund,  M.D. 

Program  Director,  Biological  Resources  Branch 

Biological  Response  Modifiers  Program 

National  Cancer  Institute 

Building  1052,  Room  253 

Frederick,  MD  21702-1201 

Telephone:  (301)  846-1098 

FAX:  (301)  846-5429 

For  business  information,  contact: 

Carolyn  Mason 

Grants  Management  Specialist 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  242 
6120  Executive  Boulevard 
Bethesda,  MD  20892 

Telephone:  (301)  496-7800,  Extension  59 
FAX:  (301)  496-8601 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.395,  (Cancer  Treatment  Research). 
Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV  Sections  301,  410,  and  411,  Part 
A (Public  Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285(a.)),  and  administered  under  PHS  grants 
policies  and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the 
intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

MECHANISMS  UNDERLYING  CORONARY  HEART  DISEASE  IN  BLACKS 

RFA  AVAILABLE:  HL-92-01-H 

P.T.  34,  FC;  K.U.  0715040,  0755030 


NIH  Guide  for  Grants  and  Contracts  - Vol.  20,  No.  40  - October  25,  1991 

Page  10 


National  Heart,  Lung,  and  Blood  Institute 


Letter  of  Intent  Receipt  Date:  April  1,  1991 
Application  Receipt  Date:  May  6,  1992 

PURPOSE 

The  Division  of  Heart  and  Vascular  Diseases  of  the  National  Heart,  Lung,  and  Blood  Institute  (NHLBI ) , announces 
the  availability  of  a Request  for  Applications  (RFA)  and  invites  grant  applications  for  up  to  five  years  of 
support  for  research  to  elucidate  mechanisms  underlying  the  clinical  presentation,  course,  and  outcome  of 
coronary  heart  disease  (CHD)  in  black  Americans.  Ultimately,  insights  gained  may  refine  current  understanding 
of  CHD  and  provide  strategies  for  more  precise  preventive  and  therapeutic  interventions  for  the  population  at 
risk. 

The  program  is  open  to  all  investigators.  All  applicants  must  have  access  to  black  patients  and  fluids  or 
tissues  suitable  for  molecular  and  cellular  studies.  Animal  studies  must  have  clear  justification  in  terms  of 
significance  for  understanding  the  disease  process  in  blacks. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Mechanisms 
Underlying  Coronary  Heart  Disease  in  Blacks,  is  related  to  the  priority  area  of  heart  disease  and  stroke. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-0074-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  for-profit  and  nonprofit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  traditional,  individual  research  project  grant  (R01). 
Although  approximately  $1.5  million  in  total  costs  for  this  program  is  included  in  the  financial  plans  for  fiscal 
year  1992,  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  receipt  of  funds  for  this  purpose.  It  is 
anticipated  that  five  to  six  grants  will  be  awarded  under  this  program.  The  specific  number  to  be  funded, 
however,  will  depend  on  the  merit  and  scope  of  applications  received  and  the  availability  of  funds. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  inclusion  of  women 
and  minorities  in  study  populations.  This  RFA  focusses  on  one  minority  group,  black  Americans  and  men  and  women 
should  be  included.  Where  gender  considerations  are  not  attended  to  in  a given  study,  a clear  reason  for  their 
exclusion  must  be  provided.  Applications  without  such  documentation  will  not  be  accepted  for  review. 

REVIEW  PROCEDURES 

Upon  receipt,  applications  will  be  reviewed  for  responsiveness  to  the  objectives  of  this  RFA.  Applications 
judged  to  be  responsive  will  be  reviewed  for  scientific  and  technical  merit  by  an  initial  review  group  that  will 
be  convened  by  the  Division  of  Extramural  Affairs,  NHLBI,  solely  to  review  these  applications. 

METHOO  OF  APPLYING 

Letter  of  Intent 

Prospective  applicants  are  asked  to  submit  a letter  of  intent  that  includes  identification  of  any  other 
participating  investigators  and  institutions  and  a descriptive  title.  The  National  Heart,  Lung,  and  Blood 
Institute  requests  such  letters  only  for  the  purpose  of  providing  an  indication  of  the  number  and  scope  of 
applications  to  be  received  and,  therefore,  usually  does  not  acknowledge  their  receipt.  A letter  of  intent  is 
not  binding,  and  it  will  not  enter  into  the  review  of  any  application  subsequently  submitted,  nor  is  it  a 
necessary  requirement  for  application.  This  letter  of  intent  is  to  be  received  no  later  than  April  1,  1992,  and 
is  to  be  sent  to: 

Dr.  Charles  Turbyfill 

Review  Branch/Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
National  Institutes  of  Health 
Westwood  Building,  Room  553 
Bethesda,  MD  20892 
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1991 


Format  for  Applications 


Submit  applications  on  form  PHS  398  (revised  10/88)  the  application  form  for  the  traditional  research  project 
grant.  This  form  is  available  in  the  applicant  institution's  office  of  sponsored  research  or  business  office 
and  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Uestwood 
Building,  Room  449,  Bethesda,  MD  20892,  telephone  (301)  496-7441. 

INQUIRIES 

Inquiries  regarding  this  program  and  requests  for  the  RFA  document  may  be  addressed  to: 

Patrice  Desvigne-Nickens,  M.D. 

Cardiac  Diseases  Branch 

Division  of  Heart  and  Vascular  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  3C06 

Bethesda,  MD  20892 

Telephone:  (301)  496-1081 

FAX:  (301)  480-6282 

For  fiscal  and  administrative  matters,  contact: 

Marie  Willett 

Chief,  Heart  and  Vascular  Grants  Management  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A11C 

Bethesda,  MD  20892 

Telephone:  (301)  496-7536 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Number  93.837,  Heart  and  Vascular 
Diseases.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241) 
and  administered  under  PHS  grants  policies  and  Federal  regulations,  most  specifically  42  CFR  part  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or 
to  Health  Systems  Agency  review. 

CELLULAR  AM)  MOLECULAR  MECHANISMS  OF  PLACENTAL  NUTRIENT  TRANSPORT 

RFA  AVAILABLE:  HD -92 -05 

P.T . 34;  K.W.  1002004,  1002008,  0705060,  0710095 
National  Institute  of  Child  Health  and  Human  Development 
Application  Receipt  Date:  March  17,  1992 
PURPOSE 

The  Endocrinology,  Nutrition,  and  Growth  Branch  and  the  Pregnancy  and  Perinatology  Branch  of  the  Center  for 
Research  for  Mothers  and  Children  of  the  National  Institute  of  Child  Health  and  Human  Development  (NICHD) 
announce  the  availability  of  a Request  for  Applications  (RFA)  on  cellular  and  molecular  mechanisms  of  placental 
transport. 

Maternal-fetal  nutrition  is  one  of  the  most  important  research  programs  of  the  NICHD,  especially  from  a 
preventive  point  of  view.  By  encouraging  research  grant  applications  that  focus  on  the  cellular  and  molecular 
mechanisms  of  the  placenta  that  transport  nutrients  from  the  maternal  compartment  to  the  fetal  compartment,  the 
NICHD  hopes  to  increase  the  understanding  of  the  etiology  of  intrauterine  growth  retardation,  an  important 
clinical  problem  that  is  poorly  understood. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Cellular  and 
Molecular  Mechanisms  of  Placental  Nutrient  Transport,  is  related  to  the  priority  areas  of  nutrition  and  maternal 
and  infant  health.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent 
of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Appl  ications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  nonprofit,  public  and  private 
organizations,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and 
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eligible  agencies  of  the  Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged. 
MECHANISM  OF  SUPPORT 

Applications  in  response  to  this  RFA  will  be  funded  through  the  traditional  individual  research  award  (R01) 
program  of  the  NIH.  This  announcement  is  for  a single  competition  with  the  application  receipt  deadline  of  March 
17,  1992.  Future  unsolicited  competing  continuation  applications  will  compete  with  all  investigator-  initiated 
applications  and  be  reviewed  by  a Division  of  Research  Grants  study  section.  If  the  NICHD  determines  that  there 
is  a sufficient  continuing  program  need,  the  NICHD  may  announce  a request  for  competitive  continuation 
applications.  The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed 
five  years.  The  earliest  anticipated  award  date  is  December  1,  1992. 

FUNDS  AVAILABLE 

It  is  anticipated  that  five  grants  will  be  awarded  under  this  program,  contingent  upon  receipt  of  a sufficient 
number  of  meritorious  applications  and  the  availability  of  funds.  To  fund  these  awards  $700,000  has  been  set 
aside  for  direct  costs  in  the  first  year. 

RESEARCH  OBJECTIVES 

Every  year  approximately  100,000  babies  who  are  small  for  their  gestational  age  are  born  in  this  country.  A 
disproportionate  number  of  these  small,  growth-retarded  babies  die  of  sudden  infant  death  syndrome.  Although 
intrauterine  growth  retardation  (IUGR)  is  a heterogeneous  condition,  these  babies  have  all  experienced  some 
degree  of  impaired  placental  nutrient  transport.  Placental  infarction,  circulatory  defects,  hypoxia,  maternal 
hypertension,  and  hyperthermia  all  impair  placental  nutrient  transport.  However,  little  is  known  of  the  specific 
cellular  and  molecular  mechanisms  that  govern  the  placental  transport  of  nutrients  and  how  these  mechanisms  are 
impacted  by  physiologic  insults. 

A number  of  investigators  have  described  the  intercompartmental  fluxes  and  the  net  movements  of  glucose,  amino 
acids,  and  other  substrates  across  the  placenta  from  maternal  to  fetal  compartments,  primarily  in  animal  models. 
The  field  now  needs  to  ascertain  the  cellular  and  subcellular  mechanisms  responsible  for  the  placental  transport 
of  amino  acids,  glucose,  lipids,  electrolytes,  and  micronutrients.  Ultimately  this  research  may  lead  to 
identification  of  the  genes  governing  these  nutrient  transport  systems.  The  discovery  of  a set  of  genetic 
defects  of  placental  transport  systems  can  be  envisioned,  leading  to  an  understanding  of  maternal  and  possibly 
also  paternal  contributions  to  the  development  of  placental  nutrient  transport  systems.  From  a preventive  point 
of  view,  future  studies  may  focus  on  genetic  testing  of  couples  who  have  had  infants  afflicted  with  IUGR  in  order 
to  identify  potential  defects  of  nutrient  transport  in  subsequent  pregnancies. 

The  placental  transport  of  vitamins  and  trace  elements,  in  particular,  is  poorly  understood.  Trace  elements  that 
play  important  roles  during  fetal  development  include:  iron,  iodine,  zinc,  copper,  selenium,  manganese, 
molybdenum,  chromium,  fluoride,  and  cobalt.  Other  trace  elements  that  may  also  act  as  essential  micronutrients 
during  pregnancy  include  nickel,  vanadium,  silicon,  arsenic,  boron,  lithium,  and  possibly  cadmium,  lead,  and  tin. 
The  central  nervous  system  and  the  immune  system  are  especially  vulnerable  to  trace  element  deficiencies  during 
fetal  life.  Studies  of  the  transport  of  trace  elements  merit  priority  attention,  especially  studies  that  address 
the  molecular  mechanisms  that  determine  changes  in  their  fractional  absorption  and  excretion.  Recent  advances 
in  mass  spectrometry  have  opened  the  door  to  the  in  vivo  research  that  is  necessary  in  order  to  achieve  better 
estimates  of  micronutrient  transfer  across  the  placenta.  Better  understanding  of  the  rate  of  accumulation  of 
trace  elements  by  the  fetus  in  utero  is  an  important  prerequisite  for  the  estimation  of  the  special  requirements 
of  the  premature  infant. 

Although  clinical  studies  of  nutrient  transport  in  pregnant  women  are  desirable,  it  is  recognized  that  studies 
that  can  be  performed  in  non-pregnant  volunteers  may  not  be  permissible  in  pregnant  women,  and  many  nutritional 
studies  in  pregnancy  can  only  be  carried  out  in  animal  models.  In  vitro  studies  of  the  control  of  the  genetic 
transcription  of  nutrient  transport  proteins  are  also  encouraged. 

STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
minorities  in  study  populations.  If  minorities  are  not  included  or  adequately  represented  in  the  study 
populations  for  clinical  studies,  a specific  justification  for  this  exclusion  or  inadequate  representation  must 
be  provided.  Applications  without  such  documentation  will  not  be  accepted  for  review. 

REVIEW  CONSIDERATIONS 

Applications  will  be  reviewed  by  NICHD  staff  for  responsiveness  to  the  RFA.  Applications  judged  to  be 
nonresponsive  will  be  returned.  Following  review  by  an  NICHD  Initial  Review  Group,  applications  will  be 
evaluated  by  the  NICHD  Advisory  Council  for  program  relevance  and  policy  issues  before  awards  for  meritorious 
applications  are  made. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  10/88,  reprinted  9/89)  must  be  used  in  applying  for  these 
grants.  These  forms  are  available  at  most  institutional  business  offices  and  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda, 
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HD  20892,  telephone  (301)  496-7441. 


Appl  i cat  ions  must  be  received  by  March  17,  1992.  If  an  application  is  received  after  that  date,  it  will  be 
returned  to  the  applicant. 

INQUIRIES 

The  RFA  contains  important • information  for  applicants  and  may  be  requested  from  the  contacts  listed  below. 
Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcomed. 

Direct  inquiries  regarding  programmatic  issues  to: 

Gilman  D.  Grave,  M.D. 

Chief,  Endocrinology,  Nutrition  and  Growth  Branch 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  637 

Bethesda,  MD  20892 

Telephone:  (301)  496-5593 

OR 

Charlotte  Catz,  M.D. 

Chief,  Pregnancy  and  Perinatology  Branch 

Center  for  Research  for  Mothers  and  Children 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  643 

Bethesda,  MD  20892 

Telephone:  (301)  496-5575 

Direct  inquiries  regarding  fiscal  matters  to: 

Mr.  E.  Douglas  Shawver 
Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  501 
Bethesda,  MD  20892 
Telephone:  (301)  496-1303 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  catalog  of  Federal  Domestic  Assistance  No.  93.865,  Research  for  Mothers  and 
Children.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC241), 
and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  review  by  a 
Health  Systems  Agency. 


ONGOING  PROGRAM  ANNOUNCEMENTS 

RESEARCH  GRANTS  ON  ALCOHOL  AND  IMMUNOLOGY  INCLUDING  ACQUIRED  IMMUNODEFICIENCY  SYNDROME 

PA  AVAILABLE:  PA-92-12 

P.T.  34;  K.W.  0404003,  0715008,  0710070,  0785055 
National  Institute  on  Alcohol  Abuse  and  Alcoholism 
PURPOSE 

The  National  Institute  on  Alcohol  Abuse  and  Alcoholism  (NIAAA)  announces  the  availability  of  a Program 
Announcement  (PA)  to  seek  basic  and  applied  research  grant  applications  to  study  the  mechanisms  of  immunologic 
dysfunction  associated  with  alcohol  consumption.  Grant  support  is  available  to  develop  knowledge  in  a wide  range 
of  areas  relevant  to  alcohol  abuse  and  alcoholism.  Clinical  studies  and  studies  in  experimental  animals  have 
shown  that  chronic  use  of  alcohol  can  result  in  impairment  of  cell  mediated  and  humoral  immunity.  However,  the 
mechanisms  for  ethanol -induced  immunosuppression  remain  to  be  elucidated.  NIAAA  is  interested  in  stimulating 
multifaceted  research  efforts  to  study  the  potential  role  of  excessive  and  moderate  alcohol  consumption  on 
increased  susceptibi lity  to  infections,  including  the  human  i mmunode f i c i ency  vi rus  (HIV);  impairments  to  host 
defense  mechanisms;  impai rments  in  the  development  of  offspring  i mmunocompetence  due  to  in  utero  and/or 
lactational  exposure;  autoimmune  diseases;  increased  susceptibility  to  certain  types  of  cancers;  and  neurologic 
disorders  resulting  from  HIV  infection.  Epidemiologic  studies  include  the  ascertainment  of  reliable  and  valid 
general  population  estimates  of  alcohol-related  medical  consequences  such  as  alcoholic  liver  disease  and 
prevalence  of  HIV  infection  in  special  populations.  The  PA  sol ici ts  the  submission  of  applications  from 
investigators  in  the  clinical,  epidemiological,  and  basic  sc i ence  fields  to  compete  for  funds  for  the  study  of 
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the  relationship  between  alcohol  and  immunological  dysfunction. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  Healthy  People  2000,  a PHS-led  national  activity  for  setting  priority  areas.  This  program  announcement  is 
related  to  the  priority  area  of  alcohol  abuse  reduction.  Potential  applicants  may  obtain  a copy  of  Healthy 
People  2000  (Full  Report:  Stock  No.  017-001-00474-0,  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (Telephone:  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  non-profit  and  for-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISM  OF  SUPPORT 

Research  support  may  be  requested  through  applications  for  a traditional  research  grant  (R01),  small  grant  (R03), 
and  First  Independent  Research  Support  and  Transition  (FIRST)  award  (R29).  Specialized  announcements  for  the 
FIRST  Award  program  (R29)  and  the  small  grant  program  (R03)  are  available  from  the  National  Clearinghouse  for 
Alcohol  and  Drug  Information  (NCADI ),  P.O.  Box  2345,  Rockville,  MD  20852,  telephone:  (301)  468-2600. 

Applicants  may  request  support  for  up  to  five  years  except  for  small  grants  are  limited  to  two  years.  FIRST 
awards  and  small  grants  are  not  renewable. 

AVAILABILITY  OF  FUNDS 

In  FY  1992,  the  NIAAA  estimates  that  approximately  $2,000,000  will  be  available  to  support  approximately  ten  new 
grants  under  this  announcement.  However,  the  amount  of  funding  available  will  depend  on  appropriated  funds  and 
program  priorities  at  the  time  of  the  award. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  ADAMHA  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCESS 

Applicants  must  use  the  current  version  of  grant  application  form  PHS  398  (rev.  10/88).  The  number  and  title 
of  this  program  announcement,  PA-92-XX  Research  Grants  on  Alcohol  and  Immunology,  Including  AIDS,  must  be  typed 
in  item  number  2 on  the  face  page  of  the  PHS  398  application  form. 

Application  kits  containing  the  necessary  forms  and  instructions  may  be  obtained  from  business  offices  or  offices 
of  sponsored  research  at  most  universities,  colleges,  medical  schools,  and  other  major  research  facilities.  If 
such  a source  is  not  available,  the  following  office  may  be  contacted  for  the  necessary  application  material: 

National  Clearinghouse  for  Alcohol  and  Drug  Information 
P.O.  Box  2345 
Rockville,  MD  20852 
Telephone:  (301)  468-2600 

For  AIDS-related  applications,  the  signed  original  and  23  permanent,  legible  copies  of  the  completed  application 
must  be  sent  to  the  address  listed  below.  The  number  of  copies  of  appendix  materials  to  be  sent  is  six. 
Applicants  who  do  not  submit  23  copies  of  the  application  will  be  requested  to  do  so.  If  applicants  do  not 
submit  the  required  copies  by  the  specified  date,  their  applications  will  be  deferred  until  the  next  special  AIDS 
review  cycle. 

For  non-AIDS-related  applications,  the  signed  original  and  six  permanent,  legible  copies  of  the  completed 
application  must  be  submitted. 

All  applications,  AIDS-related  and  non-AIDS-related  applications,  must  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892  ** 

**  If  an  overnight  carrier  or  Express  Mail  is  used,  the  Zip  Code  is  20816. 
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REVIEW  PROCESS 


Applications  received  under  this  announcement  will  be  assigned  to  an  Initial  Review  Group  (IRG)  in  accordance 
with  established  PHS  Referral  Guidelines.  The  IRG,  consisting  primarily  of  non- Federal  scientific  and  technical 
experts,  will  review  the  applications  for  scientific  and  technical  merit.  Results  of  the  review  will  be  sent 
to  the  applicant  after  the  initial  review.  Applications  will  receive  a second-level  review  by  an  appropriate 
national  advisory  council,  whose  review  may  be  based  on  policy  considerations  as  well  as  scientific  merit.  Only 
applications  recommended  by  the  Council  may  be  considered  for  funding. 

AWARD  CRITERIA 

Applications  recommended  by  a national  advisory  council  will  be  considered  for  funding  on  the  basis  of  overall 
scientific  and  technical  merit  of  the  research  as  determined  by  initial  review,  program  needs  and  balance,  and 
availability  of  funds. 

TERMS  AND  CONDITIONS  OF  SUPPORT 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct  research  projects,  including  direct 
costs  that  can  be  specifically  i dent i f i ed  with  the  project  and  allowable  indi rect  costs  of  the  institution. 
Funds  may  not  be  used  to  establish,  add  a component  to,  or  operate  a treatment,  rehabilitation,  or 
prevent  ion/ intervent  ion  service  program.  Support  for  research-related  treatment,  rehabilitation,  or  prevention 
services  and  programs  may  be  requested  only  for  costs  required  by  the  research.  These  costs  must  be  justified 
in  terms  of  research  objectives,  methods,  and  designs  that  promise  to  yield  general izable  knowledge  and/or  make 
a significant  contribution  to  theoretical  concepts. 

Grants  must  be  administered  in  accordance  with  the  PHS  Grants  Policy  Statement  (Rev.  October  1990). 

CONSULTATION  AND  FURTHER  INFORMATION 

Potential  applicants  are  encouraged  to  request  a copy  of  the  PA  and  seek  preapplication  consultation  by 
contacting  the  individuals  listed  below.  Direct  inquiries  relating  to  program  issues  to: 

Division  of  Basic  Research 

Leslie  Isaki,  Ph.D. 

Biomedical  Research  Branch 
Division  of  Basic  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  16C-05 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4223 

Ellen  Witt,  Ph.D. 

Neurosciences  and  Behavioral  Research  Branch 
Division  of  Basic  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  16C-05 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4223 

Division  of  Biometry,  and  Epidemiology 

Mary  C.  Dufour,  M.D.,  M.P.H. 

Chief,  Epidemiology  Branch 

Division  of  Biometry  and  Epidemiology 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  14C-26 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4897 

Division  of  Clinical  and  Prevention  Research 

Heather  Miller,  Ph.D. 

Prevention  Research  Branch 

Division  of  Clinical  and  Prevention  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  13C-23 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-1677 
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Direct  inquiries  regarding  fiscal  matters  to: 


Elsie  Fleming 

Grants  Management  Branch 

Office  of  Planning  and  Resource  Management 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  16-86 

5600  Fishers  Lane 

Rockville,  MD  20857 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.273.  Awards  are  made  under  the 
authority  of  Sections  301  and  510  of  the  Public  Health  Service  Act,  as  amended  (42  USC  241  and  290bb).  Federal 
regulations  at  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92,  generic 
requirements  concerning  the  administration  of  grants,  are  applicable  to  these  awards.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

SMALL  RESEARCH  GRANTS  FOR  DATA  ANALYSIS 

PA:  PA-92-13 

P.T.  34;  K.W.  0755018,  0755015,  0413000,  1002046 

National  Eye  Institute 

PURPOSE 

The  National  Eye  Institute  (NEI)  Small  Research  Grants  for  Data  Analysis  are  intended  to  provide  limited  support 
for  meritorious  research  projects  that  involve  secondary  analyses  of  research  data  generated  from  clinical 
trials,  population  research,  and  other  applied  clinical  vision  research  projects  supported  by  the  NEI.  Analysis 
of  existing  clinical  vision  research  data  derived  from  other  sources  can  also  be  supported  under  this  program, 
but  secondary  analysis  of  data  derived  from  NEI  supported  studies  are  of  higher  programmatic  interest. 

ELIGIBILITY  REQUIREMENTS 

Domestic  non-profit  and  for-profit  organizations,  public  and  private,  and  eligible  agencies  of  the  federal 
Government  are  eligible  to  apply.  Foreign  institutions  are  ineligible. 

RESEARCH  OBJECTIVES 

The  NEI  supports  an  extensive  portfolio  of  clinical  trials  and  epidemiologic  research  projects  that  result  in 
the  gathering  of  large  amounts  of  data  essential  to  the  specific  aims  of  these  projects.  In  addition  to 
generating  and  analyzing  the  data  required  to  answer  the  main  hypothesis,  these  types  of  studies  often  present 
unique  opportunities  to  look  for  unusual  or  unanticipated  outcomes.  In  the  past,  there  has  been  no  mechanism 
specifically  targeted  for  the  support  of  secondary  data  analyses.  The  NEI  is  instituting  this  small  research 
grants  program  to  provide  investigators  the  opportunity  to  conduct  such  secondary  analyses  using  available 
clinical  vision  research  data  bases. 

The  proposed  project  may  be  related  to,  but  must  be  distinctly  different  from,  the  specific  aims  of  other  funded 
research  projects  or  pending  applications  or  proposals.  New  data  collection  activities  will  not  be  supported 
by  these  awards.  The  award  is  limited  to  the  processing  and  analysis  of  data  that  have  already  been  collected. 

Investigators  must  take  special  care  to  specify  the  hypotheses  that  are  to  be  tested  in  the  proposed  research. 
General,  non- hypothesis  driven  approaches  to  data  analysis  are  discouraged;  hypothesis  generating  research  is 
appropriate,  if  carefully  described  and  justified. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  will  be  the  NIH  small  research  grant  (R03).  Applicants  may  request  up  to  $50,000 
(direct  costs)  per  year  for  a maximum  two-year  grant  period  for  technical  assistance,  supplies,  computer  usage, 
and  limited  travel  for  collaborative  effort  required  by  the  project.  Salary  support  for  the  Principal 
Investigator  may  be  requested  only  in  unusual  circumstances,  and  then  only  with  very  strong  justification. 
Equipment  purchases  are  not  allowed.  Requests  for  limited  travel  funds  will  be  considered  by  staff  when  strong 
justification  is  provided.  Examples  of  travel  that  may  be  permitted  are  for  collaboration  and  consultation  in 
the  preparation  of  a manuscript  for  publication  and  to  scientific  meetings  to  present  accepted  abstracts  and/or 
posters  directly  related  to  the  research  activity.  These  are  one-time,  non-renewable  awards. 

REVIEW  PROCEDURES  AND  CRITERIA 

Review  Procedures 

The  Vision  Research  Review  Committee,  administered  by  the  Review  and  Special  Projects  Officer,  NEI,  will  conduct 
the  initial  scientific  merit  review  of  applications  submitted  in  response  to  this  announcement.  Second-level 
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review  will  be  provided  by  the  National  Advisory  Eye  Council. 

Review  Criteria 

The  factors  to  be  considered  in  assessing  the  merit  of  applications  will  include: 

o The  scientific  merit  of  the  proposed  project,  including  the  clarity,  significance,  and  originality  of  the 
hypotheses  to  be  tested;  the  feasibility  of  the  proposed  analytical  methods;  and  the  adequacy  of  the  data  set 
for  testing  the  stated  hypotheses; 

o The  qualifications  of  the  investigator(s)  to  accomplish  the  proposed  research  goals  and  the  appropriateness 
of  the  effort  each  will  devote  to  the  project; 

o The  adequacy  of  facilities  and  resources  for  performance  of  the  proposed  research; 

o Documentation  that  the  Principal  Investigator  will  have  access  to  the  data  to  be  analyzed;  and, 

o Demonstration  that  the  invest igator(s)  has(ve)  an  understanding  of  the  extent  and  limits  of  the  data  base  and 
how  these  factors  may  affect  the  proposed  research. 

APPLICATION  PROCEDURES 

Appl  i cat  ions  are  to  be  submitted  on  the  grant  application  form  PHS  398  (rev.  10/88)  following  the  instructions 
supplied  with  this  form  (pages  12-23)  and  the  additional  instructions  that  are  given  below. 

These  forms  are  available  at  most  institutional  business  offices  and  may  be  obtained  from  the  Office  of  Grant 
Inquiries,  Division  of  Research  Grants,  Westwood  Building  Room  449,  National  Institutes  of  Health,  Bethesda,  MD 
20892,  telephone  301/496-7441. 

The  completed  original  application  and  four  legible  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building  Room  240 
Bethesda,  MD  20892 

In  order  to  expedite  the  review  of  the  application,  at  the  same  time,  please  mail  or  deliver  TWO  additional 
complete  copies  of  the  application  to: 

Janet  M.  Cuca,  Ph.D. 

Review  and  Special  Projects  Officer 
National  Eye  Institute 
Building  31,  Room  6A06 
9000  Rockville  Pike 
Bethesda,  MD  20892 

ADDITIONAL  APPLICATION  INSTRUCTIONS 

Section  1. 

(Form  Page  1) 

Item  2:  Check  "YES"  and  enter:  NEI  Small  Research  Grants 
for  Data  Analysis,  PA-92-13 

Item  6:  A maximum  of  two  years  of  support  may  be  requested. 

(Form  Pages  4 and  5)  Provide  a detailed  budget  for  each  year  of  support  requested.  Equipment  purchases  are  not 
allowed.  Salary  for  the  Principal  Investigator  is  allowed  only  in  unusual  circumstances  and  with  substantial 
justification.  The  total  award  request  for  a two-year  period  may  not  exceed  a maximum  of  $100,000  direct  costs, 
or  $50,000  direct  costs  per  year. 

Biographical  Sketch:  This  section  may  not  exceed  one  page  for  each  key  investigator. 

Section  2. 

Research  Plan 

A.  Specific  Aims:  Not  to  exceed  one-half  page. 

B.  Background  and  Significance:  Not  to  exceed  one  page. 

C.  Progress  Report/Preliminary  Studies:  A progress  report  is  not  applicable.  If  data  from  preliminary  studies 
are  available,  the  report  may  not  exceed  one  page. 
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D.  Experimental  Design  and  Methods:  Not  to  exceed  five  pages,  with  a maximum  of  two  pages  devoted  to  a 
description  of  the  data  set(s)  proposed  for  analysis  to  allow  an  evaluation  of  the  quality  and  extent  of  the  data 
avai lable. 

H.  Consort iun/Contractua l Arrangements:  Not  to  exceed  one  and  one-half  pages.  Documentation  of  access  to  the 
data  must  be  provided  in  this  section. 

I.  Literature  Cited:  Not  to  exceed  one  page. 

RECEIPT,  REVIEW,  AND  AWARD  SCHEDULE 

Receipt  dates  are  February  1,  June  1,  and  October  1.  The  NEI  will  attempt  to  have  these  applications  reviewed 
and  awarded  within  five  to  seven  months  of  the  receipt  date.  However,  this  expedited  schedule  will  be  possible 
only  if  investigators,  as  requested  above,  submit  the  requested  two  additional  complete  copies  of  the  application 
to  Dr.  Cuca. 

INQUIRIES 

Written  and  telephone  inquiries  are  encouraged.  The  opportunity  to  clarify  any  issues  or  questions  from 
potential  applicants  is  welcomed.  For  further  information  regarding  the  initial  scientific  review,  prospective 
applicants  may  contact  Dr.  Janet  Cuca  at  (301)  496-5561. 

For  inquiries  about  the  programmatic  aspects  of  this  announcement,  applicants  may  contact: 

Richard  L.  Mowery,  Ph.D 

Chief,  Collaborative  Clinical  Research  Branch 

National  Eye  Institute 

Building  31,  Room  6A49 

9000  Rockville  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-5983 

Natalie  Kurinij,  Ph.D. 

National  Eye  Institute 
Building  31,  Room  6A49 
9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-5983 

Donald  Everett,  M.A. 

National  Eye  Institute 
Building  31,  Room  6A49 
9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-5983 

For  grants  administration  information,  applicants  may  contact: 

Ms.  Gaye  Lynch 
National  Eye  Institute 
Building  31,  Room  6A48 
9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-5884 

AUTHORITY  AND  REGULATIONS 

Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410, 
as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations,  most  specifically  at  42  CFR  Part  52  and  CFR  Part  74.  This  program  is  not  subject  to  inter- 
governmental review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

MODEL  CANCER  CONTROL  DELIVERY  SYSTEMS 


PA:  PA-92- 14 

P.T.  34;  K.W.  0715035,  0795003,  0403004,  0745027 

National  Cancer  Institute 

PURPOSE 

The  National  Cancer  Institute  invites  applications  for  studies  to  develop,  implement,  and  evaluate  effective 
organizational  models  for  integrating  cancer  prevention  and  early  detection  services  into  existing  prevention 
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and  primary  care  services  being  provided  by  health  care  systems  such  as  community  and  migrant  health  centers, 
public  health  clinics,  and  public  and  university  hospitals.  Projects  must  focus  on  the  organizational  settings 
in  which  health  care  is  delivered  to  low  income,  minority,  and  medically  disadvantaged  populations  and  how  these 
settings  can  be  adapted  to  enhance  delivery  of  cancer  prevention  and  control  services. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  Program  Announcement, 
Model  Cancer  Control  Delivery  Systems  for  the  Medically  Disadvantaged,  is  related  to  the  priority  areas  of 
cancer,  nutrition,  and  tobacco.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

RESEARCH  OBJECTIVES 

The  primary  objectives  of  this  research  are: 

o To  test  the  feasibility  and  effectiveness  of  modifying  existing  community  and  public  health  care  delivery 
systems  to  increase  delivery  and  utilization  of  counseling  and  early  cancer  detection  screening  regimens  among 
persons  who  do  not  usually  initiate  contact  with  the  health  care  system  for  purposes  of  receiving  preventive 
care,  or  who  are  not  likely  to  receive  preventive  care  when  it  is  present. 

o To  test  the  effectiveness  of  these  interventions  in  improving  knowledge,  attitudes,  and  practices  of  the 
clinic  clientele  with  respect  to  cancer  prevention  and  control. 

Special  consideration  must  be  given  to  how  the  cancer  prevention  and  control  services  can  build  upon  existing 
medical  or  health  promotion  services  and  the  interest  and  expertise  of  existing  personnel. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  the  research  project  grants  (R01)  and  program  project  grants  (P01 ) funding 
mechanisms. 

ELIGIBILITY 

Appl  i cat  ions  may  be  submitted  by  public  and  private  entities,  such  as  universities,  hospitals,  community  health 
centers,  and  units  of  State  or  local  governments.  Collaboration  between  official  health  service  delivery 
organizations  and  public  health  and  medical  research  scientists  experienced  in  cancer  prevention  and  control  is 
encouraged. 

GENERAL  REQUIREMENTS 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research  grants  and  cooperative  agreements  will 
be  required  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit  to 
all  persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on  the 
need  for  inclusion  of  minorities  which  disproportionately  affect  them.  This  policy  is  intended  to  apply  to  males 
and  females  of  all  ages.  If  women  or  minorities  are  excluded  or  inadequately  represented  in  clinical  research, 
particularly  in  proposed  population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group, 
together  with  a rationale  for  its  choice.  In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in 
developing  a research  design  and  sample  size  appropriate  for  the  scientific  objectives  of  the  study.  This 
information  should  be  included  in  the  form  PHS  398  in  Section  2,  A-D  of  the  Research  Plan  AND  summarized  in 
Section  2,  E,  Human  Subjects. 

Appl  i cants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  Unites  States  racial/ethnic  minority  populations  (i.e..  Native 
Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics).  The 
rational  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  or  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or 
conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies  in 
which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should  be 
made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the  results 
of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 
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For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs  in 
other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups  to  the 
United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these  policies. 
If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific  question(s) 
addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be  considered  a 
scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the  priority  score  to 
the  application. 

All  applications  for  clinical  research  submitted  to  N I H are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  cooperative  agreements  that  do  not  comply  with  these  policies. 

REVIEW  PROCEDURES 

Applications  will  be  assigned  on  the  basis  of  established  Public  Health  Service  referral  guidelines. 
Appl  ications  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate  review  group,  or  in  the  case 
of  POIs,  by  the  review  group  of  the  relevant  Institute  in  accordance  with  the  usual  NIH  peer  review  procedures. 
Following  review,  the  applications  will  receive  a second-level  review  by  the  appropriate  national  advisory 
counc i l . 

AWARD  CRITERIA 

Appl  ications  will  compete  for  available  funds  with  all  other  approved  applications.  The  following  will  be 
considered  in  making  funding  decisions:  (1)  quality  of  the  proposed  project  as  determined  by  peer  review;  (2) 
availability  of  funds;  and  (3)  balance  among  research  topics  within  the  announcement. 

METHOD  OF  APPLYING 

Grant  application  kits  (form  PHS  398  (rev.  10/88)  are  available  at  most  institutional  business  and  grant  or 
contract  offices  and  may  be  obtained  from  the  Office  of  Grant  Inquiries,  Division  of  Research  Grants,  Westwood 
Building,  Room  449,  National  Institutes  of  Health,  Bethesda,  MD  20892,  telephone  301/496-7447.  The  title  and 
number  of  this  announcement  must  be  typed  in  Item  2 on  the  face  page  of  the  application. 

The  completed  original  application  and  six  copies  must  be  sent  or  delivered  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892** 

INQUIRIES 

Requests  for  further  information  should  be  addressed  to  the  Program  Director: 

Helen  I.  Meissner,  Sc.M.,  C.H.E.S. 

National  Cancer  Institute 

Division  of  Cancer  Prevention  and  Control 

Executive  Plaza  North,  Room  239G 

9000  Rockville  Pike 

Bethesda,  MD  20892-4200 

Telephone:  (301)  496-0273 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  this  PA  or  inquiries  about  whether  or  not 
specific  proposed  research  would  be  responsive,  clarifying  scientific  content  and  objectives  of  an  application, 
size  and  focus  of  a research  program,  organization  of  an  application,  and  appropriate  use  of  consultants  are 
strongly  encouraged  and  are  to  be  directed  to  Helen  I.  Meissner  at  the  above  address  and  telephone  number.  The 
Program  Director  welcomes  the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants.  The 
business  contact  for  this  PA  is: 

Katherine  Shulze 
Grants  Management  Specialist 
Grants  Administration  Branch 
National  Cancer  Institute 
Executive  Plaza  South,  Room  243 
6120  Executive  Blvd. 

Bethesda,  MD  20853 

Telephone:  (301)  496-7800,  ext.  16 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.399.  Grants  will  be  awarded  under 
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the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC 
241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 

PSYCHOTHERAPEUTIC  DRUG  DISCOVERY  AMD  DEVELOPMENT  PROGRAM 

PA  AVAILABLE:  PA-92- 15 

P.T.  34;  K.W.  0740020,  0755025,  0715129 

National  Institute  of  Mental  Health 

PURPOSE 

The  National  Institute  of  Mental  Health  (NIMH)  is  accepting  applications  in  response  to  a new  program 
announcement  entitled  "Psychotherapeutic  Drug  Discovery  and  Development  Program."  The  objective  of  this 
announcement  is  to  stimulate  multicenter,  multidisciplinary  research  in  the  design,  development,  and  testing  of 
potential  psychotherapeutic  agents.  The  goal  is  not  to  duplicate  or  compete  with  pharmaceutical  companies,  but 
to  encourage,  complement,  and  accelerate  the  process  of  discovering  new,  innovative,  and  efficacious  treatments 
for  mental  disorders. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  urges  applicants  to  submit  work  plans  that  address  specific  objectives  of 
"Healthy  People  2000."  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock 
Number  017-001-  00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  Number  017-001-00473-1)  through  the 
Superintendent  of  Documents. , Government  Printing  Office,  Washington,  DC  20402-9325,  telephone:  202-783-3238. 

ELIGIBILITY 

Applications  may  be  submitted  by  public  and  private,  non-profit  and  for-profit  organizations  such  as 
universities,  colleges,  hospitals,  laboratories,  research  institutions,  units  of  State  or  local  governments,  and 
eligible  agencies  of  the  Federal  Government.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISMS  OF  SUPPORT 

Although  all  mechanisms  will  be  considered,  the  funding  mechanisms  are  research  project  grants  (ROD,  program 
project  grants  (P01),  Research  Scientist  Awards  (K  series),  and  small  grants  (R03). 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requi res  appl i cants  to  give  spec i a l attention  to  the  i nc l us i on  of 
women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations  for 
clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

REVIEW  PROCEDURES 

Applications  will  be  reviewed  by  an  initial  review  group  consisting  primarily  of  non-Federal  scientific  and 
technical  experts.  Applications  will  receive  a second-level  review  by  the  appropriate  advisory  council  based 
on  pol icy  considerations  as  well  as  scientific  merit.  Only  applications  recommended  for  approval  by  Counci l may 
be  considered  for  funding. 

METHOD  OF  APPLYING 

Applications  will  be  received  under  the  usual  PHS  receipt  and  review  schedule.  All  applicants  must  use  the  grant 
appl i cat  ion  form  PHS  398  (revised  10/88).  Support  may  be  requested  for  a period  of  up  to  five  years.  Annual 
awards  will  be  made  subject  to  continued  availability  of  funds  and  progress  achieved. 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct  research  projects,  including  di rect 
costs  that  can  be  specifically  identified  with  the  project  and  allowable  indirect  costs  of  the  institution.  Funds 
may  be  used  to  establish,  add  a component  to,  or  operate  a treatment,  rehabilitation,  or  prevention  service 
program.  Support  for  research-related  treatment,  rehabilitation,  or  prevention  services  and  programs  may  be 
requested  only  for  costs  requi red  by  the  research.  These  costs  must  be  justified  in  terms  of  research 
objectives,  methods,  and  designs  that  promise  to  yield  a generalizable  knowledge  and/or  make  a significant 
contribution  to  theoretical  concepts. 

Support  may  be  requested  for  a period  of  up  to  five  years  (renewable  for  subsequent  periods,  except  for  small 
grants  (R03)  which  are  limited  to  two  years. 

FUNDS  AVAILABLE 

Applications  submitted  in  response  to  this  announcement  and  assigned  to  the  NIMH  will  compete  for  at  least 
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$1,000,000  (direct  costs)  in  new  grant  money  that  has  been  made  available  for  this  purpose  in  fiscal  year  1992 
to  support  approximately  eight  to  ten  grants.  Applications  submitted  in  future  years  will  compete  with  others 
submitted  for  NIMH  funding. 

INQUIRIES 

The  program  announcement  and  additional  information  may  be  obtained  by  contacting: 

Jerry  Cott,  Ph.D. 

Psychopharmacology  Research  Branch 
Division  of  Basic  Brain  and  Behavioral  Sciences 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  11-105 
Rockville,  MD  20857 
Telephone:  (301)  443-1691 
FAX:  (301)  443-4822 

Information  on  grants  management  issues  may  be  obtained  from: 

Stephen  J.  Hudak 

Grants  Management  Section 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-26 

Rockville,  MD  20857 

Telephone:  (301)  443-4596 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  93.242.  Under  authority  of  Sections  301, 
487,  and  518  of  the  Public  Health  Service  Act  (42  USC  241,  288,  and  290cc-11)  as  amended,  and  subject  to  the 
availability  of  funds,  the  National  Institute  of  Mental  Health  will  accept  applications  in  response  this 
announcement,  under  the  receipt  dates  listed  herein.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  review  by  a Health  Systems  Agency. 
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NOTICES 


CARDIOVASCULAR  IMAGING  WORKSHOP 

P.T.  42;  K.U.  0706030,  0705015,  0715040,  1002061,  0790000 
National  Heart,  Lung,  and  Blood  Institute 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI ) is  sponsoring  a workshop  entitled,  "Cardiovascular  Imaging 
Workshop,"  to  be  held  on  March  2-4,  1992,  at  the  National  Institutes  of  Health,  Lister  Hill  Auditorium,  Building 
38A,  Bethesda,  MD.  The  objective  of  this  workshop  is  the  identification  of  opportunities  for  furthering 
research  in  myocardial  and  vessel  wall  biology  and  physiology  through  imaging  and  spectroscopic  research. 
Specific  topics  to  be  considered  are  myocardial  viability,  perfusion  and  metabolism,  and  vessel  wall  biology 
and  plaque. 

For  registration  information  and  a preliminary  agenda,  contact: 

Rosalie  A.  Dunn,  Ph.D. 

Devices  and  Technology  Branch 

National  Heart,  Lung,  and  Blood  Institute 

National  Institutes  of  Health 

Federal  Building,  Room  312 

Bethesda,  MD  20892 

Telephone:  (301)  496  1586 

NATIONAL  WORKSHOPS  ON  THE  PROTECTION  OF  HUMAN  SUBJECTS 

P.T.  42;  K.U.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  sponsoring  a series  of 
workshops  on  the  responsibilities  of  researchers,  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest 
in  research  involving  human  subjects.  The  meetings  should  be  of  special  interest  to  those  persons  currently 
serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these  workshops  are  relevant  to 
all  other  Public  Health  Service  agencies.  The  current  schedule  includes  the  following: 

WEST  COAST  WORKSHOP 

DATES:  January  23  and  24,  1992  (REVISED  DATES) 

WORKSHOP  SITE:  Los  Angeles,  CA 
SPONSORS: 

University  of  Southern  California 
Los  Angeles,  CA  90089-4014 

California  State  University  - Los  Angeles 
5151  State  University  Drive 
Los  Angeles,  CA  90032-8202 

REGISTRATION  CONTACT: 

Ms.  Li ly  Patterson 

Assistant  to  the  Director 

Research  and  Sponsored  Programs 

California  State  University  - Los  Angeles 

5151  State  University  Drive 

Los  Angeles,  CA  90032-8202 

Telephone:  (213)  343-3820 

TOPIC:  Whose  Research  is  it  Anyway?  A Workshop  on  the  Protection  of  Human  Subjects  in  Research 
SOUTH  MIDWESTERN  UORKSHOP 
DATES:  February  20  and  21,  1992 
WORKSHOP  SITE:  San  Antonio,  TX 
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SPONSORS: 

University  of  Texas  Health  Science  Center  at  San  Antonio 

7703  Floyd  Curl  Drive 

San  Antonio,  TX  78284-7972 

St.  Mary's  University 
One  Camino  Santa  Maria 
San  Antonio,  TX  78228-8572 

REGISTRATION  CONTACT: 

Ms.  Angie  Khan 

Institutional  Coordinator  of  Research  Review 
University  of  Texas  Health  Science  Center  at  San  Antonio 
7703  Floyd  Curl  Drive  (Room  402L) 

San  Antonio,  TX  78284-7972 
Telephone:  (512)  567-2351 

TOPIC:  Identifying  and  Assessing  Risks  in  Human  Subject  Research 

SOUTHWEST  WORKSHOP 

DATES:  March  24,  25,  and  26,  1992 

WORKSHOP  SITE: 

Sheraton  Old  Town  Hotel 
800  Rio  Grande  Blvd.,  N.W. 

Albuquerque,  NM  87104 

SPONSORS: 

University  of  New  Mexico 
Albuquerque,  NM  87131-5126 

Navajo  Community  College 
Shiprock,  NM  87420 

REGISTRATION  CONTACT: 

University  of  New  Mexico 

Office  of  Continuing  Medical  Education 

Health  Sciences  and  Services  Building  (Room  140) 

Box  713 

Albuquerque,  NM  87131-5126 
Telephone:  (505)  277-3942 

TOPIC:  Ethics,  Justice,  and  Tribal  Participation  in  Research  with  American  Indians 

NOTE:  In  conjunction  with  this  Workshop,  a session  entitled,  "Basic  Training  for  IRB  Members,"  will  be  held 
from  1:00  p.m.  on  March  24  until  noon  on  March  25.  During  this  session  the  Workshop  participants  will  be 
divided  into  four  IRBs  that  will  review  four  different  research  protocols  involving  American  Indians.  The  full 
conference  will  convene  at  1:00  p.m.  on  March  25  and  continue  until  6:00  p.m.  on  March  26. 

NORTHEASTERN  WORKSHOP 

DATES:  April  27  and  28,  1992 

WORKSHOP  SITE:  Philadelphia,  PA 

SPONSORS: 

University  of  Pennsylvania 
133  South  36th  Street,  Suite  300 
Philadelphia,  PA  19104-3246 

Lincoln  University 

Lincoln  University,  PA  19352 


REGISTRATION  CONTACT: 

Ms.  Lynn  Bevan 

Assistant  Director 

Office  of  Research  Administration 

University  of  Pennsylvania 

133  South  36th  Street,  Suite  300 

Philadelphia,  PA  19104-3246 

Telephone:  (215)  898-2614 


NIH  Guide  for  Grants  and  Contracts  - Vol.  20,  No.  41  - November  1,  1991 

Page  3 


TOPIC:  The  Shifting  Ground:  Current  Issues  for  the  Protection  of  Human  Subjects  in  Biomedical  and  Behavioral 
Research 

For  further  information  regarding  these  workshops  and  future  NIH/FDA  National  Protection  of  Human  Subjects 
Workshops,  please  contact: 

Ms.  Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockville  Pike 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


HISPANIC  HEALTH  AND  AGING 

RFA  AVAILABLE:  AG-91-15 

P.T.  34,  FD;  K.W.  0710010,  0730000,  0408006,  0404000,  0417000,  1002019 
National  Institute  on  Aging 

Letter  of  Intent  Receipt  Date:  December  1,  1991 
Application  Receipt  Date:  January  24,  1992 

PURPOSE 

The  National  Institute  on  Aging  (NIA)  announces  the  availability  of  a Request  for  Applications  (RFA)  for 
research  on  Hispanic  health  and  aging.  Investigations  on  the  influence  of  genetic,  social,  environmental, 
behavioral,  and  economic  factors  on  morbidity  and  mortality,  as  well  as  applications  proposing  research  on  the 
utilization  of  health  services  among  the  Hispanic  elderly  are  requested.  In  addition  to  the  development  of  new 
data,  secondary  analyses  of  existing  data  are  acceptable. 

There  are  currently  one  million  elderly  Hispanics  living  in  the  continental  United  States,  and  this  number  is 
expected  to  grow  to  5.6  million  in  less  than  50  years  --  a growth  rate  that  is  calculated  to  be  four  times  the 
rate  of  the  overall  elderly  population.  Despite  the  growth  in  the  number  of  older  Hispanics,  information  about 
their  health  status,  rehabilitation  needs,  and  use  of  medical  services  is  scarce. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  commi tted  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-  783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit  organizations,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Applications  from  minority  investigators  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  through  the  Public  Health  Service  grant-in-aid  individual  research  grant  (R01). 
Awards  will  be  administered  under  PHS  grants  policy,  as  stated  in  the  Public  Health  Service  Grants  Policy 
Statement,  DHHS  Publication  No.  (OASH)  82-50,000,  revised  October  1,  1990. 

The  RFA  is  a one-time  solicitation.  The  award  of  grants  pursuant  to  the  RFA  is  contingent  on  the  availability 
of  funds  for  this  purpose.  Generally,  future  unsolicited  competing  renewal  applications  will  compete  with  all 
investigator-initiated  applications  and  be  reviewed  by  the  Division  of  Research  Grants.  However,  if  the  NIA 
determines  that  there  is  a sufficient  continuing  program  need,  the  RFA  will  be  reissued.  The  total  project 
period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  five  years.  The  earliest 
feasible  start  date  for  the  initial  awards  will  be  July  1,  1992. 
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FUNDS  AVAILABLE 


Up  to  two  million  dollars  in  total  (direct  and  indirect)  first-year  costs,  and  additional  direct  costs  for  up 
to  five  years,  will  be  committed  to  fund  up  to  six  applications  from  those  submitted  in  response  to  this  RFA. 
This  funding  level  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit. 

RESEARCH  OBJECTIVES 

This  RFA  solicits  research  on  the  following  issues: 

o Epidemiological  studies  with  a longitudinal  focus  on  the  causes  and  course  of  selected  health  problems  in 
elderly  Hispanics. 

o Descriptive  studies  that  characterize  the  association  of  chronic  diseases  with  disability  among  the  Hispanic 
elderly. 

o Comparative  studies  testing  the  hypothesis  that  the  Hispanic  elderly  have  more  (or  less)  frailty  and 
disability  relative  to  non-Hispanic  subgroups. 

o Examination  of  the  role  of  genetics  among  elderly  Hispanics  by  studying  the  relationship  of  American  Indian 
ancestry  to  susceptibility  to  specific  diseases. 

o Studies  of  the  interface  between  formal  health  and  human  services  and  informal  social  supports  among  elderly 
Hispanics. 

SPECIAL  REQUIREMENTS 

The  Principal  Investigators  of  funded  projects,  under  the  terms  of  the  awards,  will  meet  in  Bethesda  with  NIA 
staff  yearly  to  review  the  progress  of  their  studies.  Funds  for  such  travel  must  be  requested  in  the 
appl ication. 

STUDY  POPULATIONS/SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  in  study  populations.  The  nature  of  this  solicitation  satisfies  the  requirement  that  minorities  be 
included.  If  women  are  not  included  in  the  study  populations  for  clinical  studies,  a specific  justification 
for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not  be  accepted  for  review. 

REVIEW  CONSIDERATIONS 

Applications  will  be  received  by  the  NIH  Division  of  Research  Grants.  Responsive  applications  will  be  assigned 
to  a special  review  group  organized  by  the  NIA.  Following  this  review,  applications  will  be  considered  by  the 
National  Advisory  Council  on  Aging. 

APPLICATION  PROCEDURES 

The  deadline  for  receipt  of  applications  is  January  24,  1991.  The  grant  applications  may  be  obtained  from  the 
Division  of  Research  Grants,  telephone  (301)  496-7441.  A copy  of  the  RFA  contains  important  information  for 
applicants  and  may  be  obtained  from  Manuel  R.  Miranda,  Ph.D.  (address  below). 

LETTER  OF  INTENT 

A letter  of  intent  to  submit  an  application,  while  not  required,  is  requested,  the  letter  consists  of  a brief 
descriptive  title,  the  name  of  the  Principal  Investigator  and  other  key  investigators,  and  the  names  and 
addresses  of  any  other  participating  institutions.  The  letter  of  intent  is  requested  in  order  to  provide  an 
indication  of  the  number  and  scope  of  applications  to  be  reviewed.  The  letter  of  intent  does  not  commit  the 
sender  to  submit  an  application,  nor  is  it  a requirement  for  submission  of  an  application  and  does  not  enter 
into  the  review  of  an  application  subsequently  submitted.  This  letter  is  to  be  addressed  to  Dr.  Manuel  Miranda 
at  the  address  listed  below. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome.  Direct  inquiries  regarding  programmatic  issues  to: 

Manuel  R.  Miranda,  Ph.D. 

National  Institute  on  Aging 
Interdisc.  Research/Geriatrics  Program 
Building  31,  Room  3B63 
Bethesda,  MD  20892 
Telephone:  (301)  402-1115 
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Direct  inquiries  regarding  fiscal  matters  to: 


Mr.  Joe  Ellis 
Grants  Management  Officer 
National  Institute  on  Aging 
Building  31,  Room  5C07 
9000  Rockvi l le  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-1572 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.866,  Biology  of  Aging  Program. 
Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241)  and 

administered  under  PHS  Grants  Policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program 

is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  review  by  a Health 
Systems  Agency. 

HAZARDOUS  MATERIALS  AND  WASTE  WORKER  HEALTH  AND  SAFETY  TRAINING 

RFA  AVAILABLE:  ES-92-01 

P.T.  34;  K.U.  0502017,  1007009,  0725020 

National  Institute  of  Environmental  Health  Sciences 

Letter  of  Intent  Receipt  Date:  December  20,  1991 
Application  Receipt  Date:  January  24,  1992 

PURPOSE 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS)  announces  the  availability  of  a Request  for 

Applications  (RFA)  for  cooperative  agreements  for  training  and  education  of  workers  engaged  in  activities 

related  to  hazardous  materials  and  waste  generation,  removal,  containment,  transportation,  and  emergency 
response. 

The  major  objective  of  this  solicitation  is  to  prevent  work-related  harm  by  assisting  in  the  training  of  workers 
in  the  best  protection  of  themselves  and  their  communities  from  exposure  to  hazardous  materials  encountered 
during  hazardous  waste  operations  and  emergency  response.  A variety  of  sites,  such  as  those  involved  with 
chemical  waste  clean-up  and  remedial  action  and  transportation-related  chemical  emergency  response,  may  pose 
severe  health  and  safety  concerns.  These  are  often  characterized  by  the  multiplicity  of  substances  present, 
the  presence  of  unknown  substances,  and  the  general  uncontrolled  condition  of  the  site.  A major  goal  of  this 
program  is  to  assist  organizations  with  the  development  of  institutional  competency  to  provide  appropriate 
training  and  education  to  workers  in  the  field  of  hazardous  materials  and  waste. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a priority-setting  process  for  Federal  public  health  activities.  This  Request  for 
Applications  (RFA),  Hazardous  Materials  and  Waste  Worker  Health  and  Safety  Training,  is  related  to  the  priority 
areas  of  occupational  health  and  environmental  health  in  the  health  protection  initiative.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applicants  must  be  non-profit  organizations  that  demonstrate  expertise  and  experience  in  implementing  and 
operating  training  and  education  programs  for  workers.  Such  organizations  must  demonstrate  the  ability  to  reach 
and  involve  in  training  programs  the  target  populations  of  workers.  Any  non-profit  organization  providing 
worker  health  and  safety  education  and  training  may  apply. 

MECHANISM  OF  SUPPORT 

Awards  will  be  made  as  cooperative  agreements  (U01).  No  commitment  of  funds  will  be  made  beyond  Fiscal  Year 
1994.  During  FY  1992,  the  NIEHS  plans  to  fund  between  15  and  20  cooperative  agreements  in  response  to  this  RFA. 
Awards  will  be  made  for  up  to  three  years  with  annual  renewal  based  on  availability  of  funds,  staff  review  of 
progress  toward  achieving  training  objectives,  and  submission  to  the  NIEHS  of  copies  of  all  training  and 
educational  materials  used  under  the  award.  The  anticipated  starting  date  for  the  initial  annual  period  will 
be  September  1,  1992. 

The  cooperative  agreement  is  an  assistance  instrument  similar  to  a grant.  It  differs  in  that  in  addition  to 
the  standard  stewardship  role,  the  NIEHS  program  administrator  is  expected  to  have  a continuing  substantive  role 
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in  one  or  more  technical  aspects  of  the  program.  The  type  and  degree  of  this  substantial  programmatic 
involvement  is  specified  in  the  terms  and  conditions  of  the  cooperative  agreement.  The  awardee  will  have  lead 
responsibilities  in  all  aspects  of  the  program,  including  any  technical  modifications  to  the  curriculum,  conduct 
of  the  training,  and  quality  control. 

Applicants  are  expected  to  furnish  their  own  estimates  of  the  time  required  to  achieve  specific  training  and 
education  objectives  of  the  proposed  training  program  and  conduct  appropriate  program  evaluations.  Any 
substantial  modifications  in  the  program  scope  and  objectives  must  be  mutually  agreed  upon  by  the  awardee 
institution  and  the  NIEHS.  Because  of  the  varied  target  audiences  for  the  proposed  training  and  education 
programs,  it  is  anticipated  that  a variety  of  approaches  will  be  responsive  to  this  announcement  and  that  there 
will  be  a range  of  costs  among  individual  awards. 

TRAINING  OBJECTIVES 

Training  programs  shall  satisfy  minimum  requirements  for  hazardous  waste  workers  and  emergency  responders  as 
specified  in  Federal  Occupational  Safety  and  Health  Administration  and  other  regulations  that  have  been  or  may 
be  promulgated.  Training  programs  shall  also  meet  the  minimum  requirements  specified  in  the  Minimum  Criteria 
for  Worker  Health  and  Safety  Training  for  Hazardous  Waste  Operations  and  Emergency  Response,  published  April 
1990,  as  a result  of  an  NIEHS- sponsored  technical  workshop  on  training  quality.  Previous  successful  experience 
in  conducting  worker  training  programs  for  these  purposes  will  be  an  important  review  criterion. 

Awards  will  be  made  for  direct  student  and  worker-trainer  training,  technical  support  of  training,  and  training 
program  evaluation.  It  is  believed  that  adequate  curricula  and  training  materials  exist  for  worker  training 
that  can  be  adapted  with  minimal  effort.  Means  of  multiplying  training  are  also  encouraged  to  meet  the  need; 
thus  programs  such  as  effective  train-the-trainer  programs  are  encouraged.  Programs  targeted  to  multi-state 
and  nationwide  coverage  to  reach  wider  worker  populations  will  be  given  preference  in  review  and  funding. 
Applications  will  not  be  considered  that  cover  municipalities  or  other  jurisdictions  covering  less  than  two 
states.  Programs  are  encouraged  to  develop  plans  to  become  self  sufficient.  Applications  must  include  plans 
for  reaching  underserved  workers  in  the  proposed  target  populations,  especially  those  disadvantaged  in 
education,  culture,  language,  or  literacy. 

REVIEW  PROCEDURES 

Review  of  applications  will  not  include  a site  visit  for  additional  information.  Therefore,  it  is  essential 
that  the  application  be  as  complete  as  possible.  Applications  will  be  reviewed  on  a competitive  basis  for 
technical  merit  by  an  ad  hoc  peer  review  committee  convened  by  the  NIEHS.  This  committee  will  be  primarily 
composed  of  non- Government  members  with  expertise  in  occupational  health  and  safety  training  related  to 
hazardous  materials,  waste  operations,  and  emergency  response.  The  second  level  of  review  will  be  conducted 
by  the  National  Advisory  Environmental  Health  Sciences  Council. 

APPLICATION  PROCEDURES 

Applications  for  Hazardous  Materials  and  Waste  Worker  Health  and  Safety  Training  Grants  must  be  submitted  on 
the  grant  application  form  PHS  398  (rev.  10/88,  reprinted  9/89).  This  form  is  usually  available  in  the 
sponsored  programs  office  at  academic  institutions.  However,  since  this  form  is  used  primarily  for  traditional 
NIH  research  and  training  assistance,  several  sections  have  to  be  modified  and  expanded  to  provide  additional 
information  needed  for  worker  training  assistance  applications.  Applicants  may  request  a copy  of  form  PHS  398 
from  the  Office  of  Grants  Inquires,  Division  of  Research  Grants,  NIH,  Room  449,  5333  Westbard  Avenue,  Bethesda, 
MD  20892-4500,  telephone  301/496-7441 . Special  instructions  for  worker  training  applications  are  available  from 
the  Program  Administrator,  Worker  Training  Grants  Program,  NIEHS,  at  the  address  listed  below. 

INQUIRIES 

The  NIEHS  welcomes  the  opportunity  to  clarify  any  issues  or  questions  from  potential  applicants  concerning  this 
RFA.  Technical  inquiries  regarding  the  objectives  and  scope  of  this  RFA  and  requests  for  a copy  of  the  RFA 
may  be  directed  to: 

Denny  Dobbin 

Program  Administrator 

Worker  Training  Grants  Program 

National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709-2233 
Telephone:  (919)  541-0752 

Financial  management  inquiries  may  be  directed  to: 

Carol  Matheny 

Grants  Management  Specialist 
Grants  Management  Branch 

National  Institute  of  Environmental  Health  Sciences 
P.0.  Box  12233 

Research  Triangle  Park,  NC  27709-2233 
Telephone:  (919)  541-2930 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.142,  Superfund  Worker  Training 
Grants.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301 
(Public  Law  78-410,  as  amended;  42  USC  241)  and  Section  126(g)  of  the  Superfund  Amendments  and  Reauthorization 
Act  of  1986  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part 
74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health 
Systems  Agency  review.  The  program  is  administered  according  to  42  CFR  45  --  Part  74  and  Part  92,  DHHS 
Administration  of  Grants;  42  CFR  Part  65,  Special  Regulations  for  National  Institute  of  Environmental  Health 
Sciences  Hazardous  Waste  Worker  Training,  the  PHS  Grants  Administration  Manual,  and  PHS  Grants  Policy  Statement. 

HAT I ON AL  COOPERATIVE  PROGRAM  ON  MARKERS  OF  UTERINE  RECEPTIVITY  FOR  NONHUMAN  BLASTOCYST  IMPLANTATION 

RFA  AVAILABLE:  HD-92-02 

P.T.  34;  K.W.  0760003,  0413002,  0760025,  1002004,  1002008 
National  Institute  of  Child  Health  and  Human  Development 
Application  Receipt  Date:  April  1,  1992 
PURPOSE 

This  is  a notice  of  availability  of  a Request  for  Applications  (RFA)  from  established  investigators  in  the  area 
of  blastocyst  implantation  to  participate  in  a National  Cooperative  Program  to  identify  and  characterize  markers 
indicative  of  the  state  of  the  uterus  receptive  for  blastocyst  implantation.  Investigators  will  cooperate  in 
an  interdisciplinary  and  complementary  manner  to  achieve  the  goals  of  identification  and  characterization  of 
the  uterine  receptivity  markers. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  Healthy  People  2000,  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  National  Cooperative 
Program  on  Markers  of  Uterine  Receptivity  for  Nonhuman  Blastocyst  Implantation,  is  related  to  the  priority  area 
of  maternal  and  infant  health.  Potential  applicants  may  obtain  a copy  of  Healthy  People  2000  (Full  Report: 
Stock  No.  017-001 -00474-0,  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of 
Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (Telephone  202-783-3238). 

BACKGROUND  INFORMATION 

The  National  Institute  of  Child  Health  and  Human  Development  (NICHD)  invites  applications  from  investigators 
willing  to  participate,  with  the  assistance  of  the  NICHD,  in  a multi-site  Cooperative  Research  Program  designed 
to  establish  assayable  markers  for  uterine  receptivity  for  blastocyst  implantation  and  characterize  the 
involvement  of  these  markers  in  the  process  of  nonhuman  blastocyst  implantation. 

A Research  Coordinator  from  the  NICHD  staff  will  collaborate  with  the  Principal  Investigators  of  the  awards  in 
the  planning,  evaluation,  and  publication  of  the  research,  and  serve  as  a coordinator,  facilitator  and  partner 
in  the  conduct  of  the  research  program.  It  is  expected  that  protocols  will  change  as  new  information  is 
gathered  and  shared. 

There  are  three  program  phases:  Phase  I is  to  determine  the  experimental  approaches,  protocol(s),  and  other 
research  conditions;  Phase  II  is  to  implement  and  conduct  the  research;  and  Phase  III  is  to  analyze  and 
disseminate  the  results  obtained. 

ELIGIBILITY 

Any  domestic  institution,  both  public  and  private,  is  eligible  to  apply. 

MECHANISM  OF  SUPPORT 

The  funding  mechanism  for  fiscal  assistance  in  this  high  priority  area  of  research  will  be  cooperative 
agreements  between  participating  sites  and  the  NICHD.  It  is  expected  that  up  to  six  applications  will  be 
funded,  contingent  upon  the  receipt  of  a sufficient  number  of  meritorious  applications  within  a total  direct 
cost  program  budget  of  $900,000  (average  direct  cost  of  $150,000  per  award)  for  the  first  year.  The  major 
difference  between  a cooperative  agreement  and  a research  grant  is  that  there  will  be  substantial  programmatic 
involvement  of  the  NICHD  Research  Coordinator  above  and  beyond  conventional  program  and  grant  management 
procedures. 

REVIEW  PROCEDURES 

Applications  will  receive  a preliminary  review  for  responsiveness  to  this  RFA  and  may  receive  a triage  review 
for  relative  competitiveness  by  peer  review.  Applications  judged  to  be  competitive  for  awards  will  be  reviewed 
for  scientific  and  technical  merit  by  a review  committee  convened  specifically  for  this  purpose  by  the  Division 
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of  Scientific  Review,  NICHD.  A second-level  review  will  be  done  by  the  National  Advisory  Child  Health  and  Human 
Deve l opment  Counc i l . 

METHOD  OF  APPLYING 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88,  reprinted  9/89),  that  is  available  in  most 
institutional  business  offices  and  from  the  Division  of  Research  Grants,  NIH  (telephone  301/496-7441). 

INQUIRIES 

Potential  applicants  may  request  further  information  and  copies  of  the  RFA  that  outlines  the  requirements  for 
participation  in  this  program  from: 

Koji  Yoshinaga,  Ph.D. 

Reproductive  Sciences  Branch 
Center  for  Population  Research 

National  Institute  of  Child  Health  and  Human  Development 
Executive  Plaza  North,  Room  603 
Bethesda,  MD  20892 
Telephone:  (301)  496-6515 

Administrative  Policy: 

Ms.  Melinda  Nelson 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 

National  Institutes  of  Health 

Executive  Plaza  North,  Room  505 

Bethesda,  MD  20892 

Telephone:  (301)  496-5481 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.864,  Population  Research.  Awards 
will  be  made  under  the  authority  of  the  Public  Health  Service  Act  301  (42  USC  241)  and  441  (USC  289d)  and 
administered  under  PHS  Grants  Policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency 
review. 

COMMUNITY-BASED  CARE  FOR  CHRONICALLY  ILL  OLDER  PERSONS 

RFA  AVAILABLE:  NR-92-01 

P.T . 34;  K.U.  0710010,  0730000,  0745035,  0785130 

National  Center  for  Nursing  Research 

Letter  of  Intent  Receipt  Date:  January  22,  1992 
Application  Receipt  Date:  March  10,  1992 

PURPOSE 

The  National  Center  for  Nursing  Research  (NCNR)  announces  the  availability  of  a Request  for  Applications  (RFA) 
dealing  with  the  efficacy  and  effectiveness  of  clinical  interventions  for  the  long  term  care  of  chronically  ill 
older  persons  who  reside  in  the  community.  The  overall  purpose  of  the  interventions  must  be  to  manage  commonly 
experienced  symptoms,  prevent  the  onset  of  further  disabilities,  and  facilitate  the  transition  among  health  care 
settings  and  home.  These  outcomes  would  be  expected  to  encourage  independence,  enhance  health-related  quality 
of  life,  and  enable  chronically  ill  older  persons  to  remain  at  home. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Community-Based 
Care  for  Chronically  III  Older  Persons,  is  related  to  the  priority  areas  of  older  persons  as  a targeted  group 
and  to  chronically  disabling  conditions.  Potential  applicants  may  obtain  a copy  of  the  "Healthy  People  2000" 
(Full  Report:  Stock  No.  017-  001-00474-0  or  Summary  Report:  Stock  No.  017-001 -00473-1 ) through  the 

Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit,  public  and  private, 
organizations  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and 
eligible  agencies  of  the  Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged. 
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MECHANISM  OF  SUPPORT 


This  RFA  is  a one-time  solicitation  for  research  grant  (R01)  applications.  The  total  project  period  for 
applications  submitted  in  response  to  the  present  RFA  may  not  exceed  four  years.  The  anticipated  award  date 
will  be  September  30,  1992. 

FUNDS  AVAILABLE 

Approximately  $1,000,000  in  total  costs  for  the  first  year  will  be  committed  to  specifically  fund  applications 
submitted  in  response  to  this  RFA.  It  is  anticipated  that  five  applications  will  be  funded.  This  level  of 
support  is  dependent  on  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although 
this  program  is  provided  for  in  the  financial  plans  of  the  NCNR,  the  award  of  grants  pursuant  to  this  RFA  is 
also  contingent  upon  the  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

This  initiative  builds  directly  on  the  work  of  a panel  of  scientific  experts  on  long  term  care  convened  as  part 
of  the  development  of  the  National  Nursing  Research  Agenda.  The  work  of  this  panel  is  currently  nearing 
completion  with  the  anticipated  publication  of  its  report  in  1992.  The  goal  of  this  RFA  is  to  stimulate  the 
development  of  innovative  clinical  interventions  for  communi ty- based  chronically  ill  older  persons  in  order  to 
manage  commonly  experienced  symptoms,  prevent  the  onset  of  further  disabilities,  and  facilitate  the  transition 
between  health  care  settings  and  home.  These  outcomes  would  be  expected  to  encourage  independence,  enhance 
health-related  quality  of  life,  and  enable  the  chronically  ill  older  person  to  remain  at  home.  The  theoretical 
basis  for  the  planned  study  must  be  clearly  explicated  and  linked  to  the  clinical  interventions  to  be  developed 
and  tested.  It  is  important  that  the  interventions  be  carefully  and  clearly  defined  in  terms  of  their  purpose, 
composition,  means  of  implementation  and  anticipated  effect.  Particular  attention  must  be  paid  to  ensuring  that 
the  anticipated  effects  have  clearly  defined  outcome  measures. 

The  proportion  of  the  population  that  is  65  years  and  greater  is  increasing  rapidly.  Most  of  these  older 
persons  live  in  the  community  and  do  not  need  institutional  care.  However,  the  longer  a person  survives,  the 
more  likely  he  or  she  is  to  become  chronically  ill  or  disabled  and  the  more  likely  nursing  home  care  will  be 
needed  at  some  point  in  the  continuum  of  care.  Admission  to  a nursing  home  has  been  described  as  a terminal 
event  for  many  older  persons,  rather  than  as  a useful  health  care  setting  for  those  who  need  subacute 
institutional  care  for  a period  of  time.  Studies  that  have  examined  the  continuity  of  care  for  older  persons 
generally  have  focused  on  the  movement  between  acute  care  and  nursing  homes.  The  investigation  of  transitions 
from  the  community  to  nursing  home  or  hospital  care  and  back  have  not  received  much  emphasis.  Clinical 
interventions  are  needed  to  address  the  transitions  across  health  care  settings  made  by  chronically  ill,  home 
based  older  persons. 

The  functioning  of  the  family  and/or  informal  caregivers  can  have  a significant  effect  on  the  health  outcomes 
of  the  chronically  ill  older  person.  There  have  been  indications  that  certain  factors,  such  as  living  alone 
and  urinary  incontinence,  influence  the  decision  to  remove  older  persons  from  their  homes  and  to  admit  them  to 
a nursing  home.  It  is  possible  that  well-  functioning  family  systems  and  community  social  support  networks  are 
instrumental  in  averting  or  delaying  these  admissions  and  in  assisting  in  the  return  of  these  individuals  to 
the  community. 

In  addition  to  these  community-based  care  issues,  the  clinical  interventions  may  address  the  human  responses 
exhibited  by  older  people  who  have  chronic  illness.  The  older  adult  with  chronic  illness  is  at  risk  for  decline 
in  health  and  functional  status  due  to  a number  of  factors,  including  those  related  to  adherence  to  treatment 
regime,  the  onset  of  physical  symptoms  that  impede  daily  activities,  and  behavioral  responses  to  the  changes 
occurring  with  increasing  age  and  length  of  illness.  Because  chronic  health  problems  can  lead  to  increased 
disabilities  and  frailty,  early,  efficacious  and  effective  intervention  strategies  should  lead  to  improved 
outcomes.  In  general,  there  is  a paucity  of  research  dealing  with  symptom  management  of  the  chronically  ill 
older  person,  but  what  research  exists  has  usually  been  done  in  either  acute  care  or  nursing  home  settings. 
There  is  clearly  a need  to  identify  strategies  to  deal  with  symptoms  experienced  by  persons  who  are  community 
based.  Symptoms  and  conditions  such  as  cognitive  or  behavioral  problems,  confusion,  decreased  mobility,  skin 
integrity  problems  such  as  pressure  ulcers,  incontinence,  nutrition  and  hydration  problems,  and  altered  sleep 
and  rest  patterns  frequently  limit  the  ability  to  function  normally,  impair  autonomy,  and  decrease  the 
health-related  quality  of  life.  Interventions  dealing  with  these  and  other  symptoms  related  to  chronic 
illnesses  need  to  address  both  behavioral  and  biophysiological/physical  components.  Applications  from 
interdisciplinary  research  teams  are  encouraged. 

Applications  are  invited  for  support  of  clinical  intervention  studies  concerning  communi ty- based  care  of 
chronically  ill  older  persons.  Studies  may  include,  but  are  not  limited  to: 

o design  and  test  interventions  to  effectively  manage  physical  and  behavioral  symptoms  of  frequently  occurring 
chronic  illnesses  in  older  persons; 

o design  and  test  interventions  that  prevent  complications  and  minimize  disability  in  older  persons  with 
chronic  i l l ness; 

o design  and  test  clinical  interventions  to  facilitate  the  coordination  of  care  and  transition  across  health 
care  settings  for  older  adults; 
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o design  and  test  interventions  to  support  family  members  or  family  systems  involved  in  the  care  of  older 
persons  with  chronic  illness. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  AND  REVIEW  PROCEDURES 

The  RFA  contains  important  information  for  applicants  and  may  be  obtained  either  Patricia  Moritz,  Ph.D.,  or  Mary 
D.  Lucas,  Ph.D.  (address  below).  The  application  receipt  date  is  March  10,  1992.  The  research  grant 
application  form  PHS  398  (rev.  10/88,  reprinted  9/89)  must  be  used  in  applying  for  these  grants.  These  forms 
are  available  from  the  Division  of  Research  Grants,  telephone  301-496-7441.  Applications  must  be  submitted  to 
the  NIH  Division  of  Research  Grants  and  will  be  assigned  to  a special  review  group  organized  by  NCNR.  Following 
this  review,  applications  will  be  considered  by  the  NCNR  National  Advisory  Council. 

LETTER  OF  INTENT 

A letter  of  intent  while  not  required,  is  requested  by  January  22,  1992.  The  letter  of  intent  is  to  include 
a descriptive  title,  the  name,  address,  and  telephone  number  of  the  Principal  Investigator,  the  identities  of 
other  key  personnel,  and  any  other  participating  institutions.  Letters  are  to  be  sent  to: 

Ethel  Jackson,  DDS 

Chief  and  Scientific  Review  Administrator 
National  Center  for  Nursing  Research 
Building  31,  Room  5B19 
9000  Rockville  Pike 
Bethesda,  MD  20892 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Patricia  Moritz,  Ph.D.,  R.N. 

Chief,  Nursing  Systems  Branch 

or 

Mary  D.  Lucas,  Ph.D.,  R.N. 

Chief,  Acute  and  Chronic  Illn'ess  Branch 
National  Center  for  Nursing  Research 
Building  31,  Room  5B03 
Bethesda,  MD  20892 
Telephone:  (301)  496-0523 

Direct  inquiries  regarding  fiscal  matters  to: 

Sally  Nichols 

Grants  Management  Officer 

National  Center  for  Nursing  Research 

Building  31,  Room  5B06 

Bethesda,  MD  20892 

Telephone:  (301)  496-0237 

OTHER  INTERESTS  IN  THIS  RESEARCH  AREA 

The  National  Institute  on  Aging  and  the  Agency  for  Health  Care  Policy  and  Research  are  also  interested  in 
research  dealing  with  long-term  care  issues.  The  RFA  contains  additional  information  and  program  contacts. 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.336,  Nursing  Research,  and  No. 
93.866.  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law 
78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and 
Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review,  April  6,  1988. 
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NATIONAL  COOPERATIVE  DRUG  DISCOVERY  GROUPS  FOR  THE  TREATMENT  OF  HUMAN  IMMUNODEFICIENCY  VIRUS  INFECTION 


RFA  AVAILABLE:  AI-91-13 

P.T.  34;  K.U.  0715008,  0740020,  0755025 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  November  28,  1991 
Application  Receipt  Date:  January  16,  1992 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (N I AID)  announces  availability  of  a Request  for 
Applications  (RFA)  for  funding  of  the  National  Cooperative  Drug  Discovery  Groups  for  the  Treatment  of  Human 
Immunodeficiency  Virus  Infection  (NCDDG-HIV).  It  is  the  purpose  of  this  RFA  to  invite  applications  aimed  at 
the  discovery  of  more  effective,  selective,  and  diverse  new  agents  that  can  be  used  for  the  treatment  of  HIV, 
the  etiological  agent  associated  with  Acquired  Immunodeficiency  Syndrome  (AIDS). 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  National 
Cooperative  Drug  Discovery  Groups  for  the  Treatment  of  HIV  Infections  (NCDDG-HIV),  is  related  to  the  priority 
area  of  HIV  infection.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock 
No.  017-  001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

RESEARCH  OBJECTIVES  AND  SCOPE 

The  prime  objective  of  this  RFA  is  to  stimulate  original  and  innovative  research  of  sound  scientific  rationale, 
requiring  comprehensive  team  effort,  that  is  likely  to  result  in  the  discovery  of  agents  effective  against  HIV. 
In  line  with  this  objective,  the  NCDDG-HIV  program  supports  and  implements  projects  for  innovative  and 
under-exploited  studies  that  are  at  the  cutting  edge  of  biomedical  research.  Such  studies  may  have  a greater 
risk-to-benef it  quotient  than  is  currently  acceptable  under  the  more  traditional  investigator  initiated  (R01) 
mechanism  but  may  also  have  a greater  potential  for  effective,  long-term  therapeutic  returns.  In  addition  to 
the  scientific  criteria,  these  efforts  are  to  be  implemented  through  a collaborative,  concerted  effort  by 
components  of  the  Group.  Applications  in  which  collaboration  among  components  of  the  Group  are  not  required 
for  the  success  of  Group  activities  will  not  be  funded  and  are  encouraged  to  submit  an  individual  investigator- 
initiated  (R01)  or  equivalent  grant  application. 

Applications  that  include  research  projects  or  a core  components  from  the  private  sector  (e.g.,  pharmaceutical, 
chemical,  or  biotechnological  companies)  are  strongly  encouraged.  Research  directed  toward  drug  discovery  in 
the  following  major  areas  will  be  considered  responsive  to  this  RFA: 

o Discovery,  elucidation,  and  application  of  modalities  that  inhibit  HIV  gene  expression  via  interference  with 
HIV  regulatory  elements; 

o Inhibition  of  critical  steps  in  HIV  replication  via  intracellular  delivery  or  expression  (gene  therapy)  of 
antagonists  using  viral  vectors  or  other  delivery  strategies; 

o Intervention  with  cellular  biochemical  pathways  required  for  induction  from  latency  and/or  for  enhancement 
of  HIV  growth  cycle; 

o Innovative  approaches  to  exploit  the  humoral  and  cellular  arms  of  the  immune  system  in  a targeted  anti-HIV 
affront; 

o Other  sound  and  conceptually  new  strategies,  currently  not  being  pursued,  for  the  discovery  of  new  entities 
or  combinations  with  potential  for  treatment  of  HIV  infection,  such  as  inhibitors  of  viral  penetration, 
ribozymes,  and  agents  that  disrupt  virus  structure. 

Examples  of  proposed  research  in  these  major  areas  are:  studies  to  delineate  structure-function  of  HIV  encoded 
target  proteins;  evaluate  drug  metabolism;  devise  and  evaluate  innovative  drug  delivery  strategies;  appraise 
the  emergence  of  resistance  to  drugs  targeted  to  specific  HIV  enzymatic,  structural,  or  regulatory  function; 
identify  early  events  in  viral  replication  suitable  for  drug  targeting;  and  decipher  biochemical  pathways  and 
host  interactions  critical  to  virus  replication  and/or  drug  action. 

Projects  or  cores  with  proposed  animal  model  development  or  efficacy  testing  in  animal  models  must  be  integrated 
into  and  required  to  attain  the  Group's  objectives.  Animal  model  component(s)  may  be  requested  by  the  NIAID 
to  evaluate  in  vivo  compounds  other  than  compounds  generated  by  the  Group.  Funds  awarded  for  the  evaluation  of 
new  agents  in  animal  models  will  be  withheld  until  compounds  generated  by  the  Group  or  provided  by  the  NIAID 
are  available  for  animal  efficacy  studies.  Projects  utilizing  non-random  cell-based  assays  for  screening 
natural  products,  biologies  and/or  synthetic  compounds  must  not  exceed  25  percent  of  the  total  level  of  effort 
of  the  Group. 
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The  following  research  areas  currently  under  intense  investigation  or  that  have  already  been  integrated  into 
other  N I H initiatives  are  specifically  excluded  from  this  RFA:  (i)  synthesis  or  development  of  analogues  or 
prodrugs  of  known  anti-HIV  nucleosides  and  non-nucleosides;  (ii)  reverse  transcriptase  screens;  (iii)  evaluation 
of  recombinant  human  cytokines;  (iv)  development  of  exogenous,  soluble  CD4  or  its  conjugated  congeners;  (v) 
anti -protease  screens  and  peptide-based  protease  inhibitors;  (vi)  evaluation  and  synthesis  of  myristoylation 
inhibitors;  (vii)  mechanism  of  action  studies  unlinked  to  inhibitor  identification;  (vi l i ) large-scale  random 
screening  of  compounds  with  potential  activity  against  HIV  in  cell  culture-based  systems  (such  a program  is 
operated  by  the  National  Cancer  Institute);  (ix)  research  on  the  opportunistic  infections  associated  with  AIDS 
(a  separate  RFA  for  the  National  Cooperative  Drug  Discovery  Groups  for  the  Treatment  of  Opportunistic  Infections 
Associated  with  AIDS  has  been  re-issued  (NIH  GCG,  Vol.  , No.,  date),  for  the  third  consecutive  year). 
Scientists  whose  research  does  not  lie  within  the  areas  defined  as  responsive  to  this  RFA  are  encouraged  to 
apply  for  investigator-initiated  research  (R01)  grants. 

Each  NCDDG-HIV  will  be  assembled  by  the  Principal  Investigator  to  form  a multi-disciplinary  consortium 
representing  the  various  skills  needed  to  successfully  design,  implement,  and  evaluate  - at  the  preclinical 
level  - therapeutic  entities  and  strategies  for  the  treatment  of  AIDS.  Inasmuch  as  it  is  unlikely  that  all  of 
the  outstanding  talents  required  to  exploit  fundamental  leads  from  various  scientific  disciplines  will  be  found 
in  a single  institution,  each  Group  is  envisioned  as  being  multi-  institutional  as  well.  Thus,  each  NCDDG-HIV 
will  consist  of  a number  of  research  projects  representing  the  scientific  disciplines  required  to  attain  the 
Group's  goals  and  objectives.  The  various  research  projects,  including  that  of  the  Principal  Investigator,  may 
be  mobilized  from  academia,  research  institutions,  and/or  industry;  the  incorporation  of  a component  from  the 
private  sector  is  strongly  encouraged.  It  is  expected  that  the  rationale  for  design  of  potential  treatments, 
the  synthesis  of  specific  agents,  and  the  preclinical  models  for  evaluation  will  originate  within  the  Group  and 
be  based  on  leads  from  the  group  and  the  fundamental  research  of  others.  Specifically  excluded  from  the  Group's 
activities  are  activities  related  to  clinical  evaluation  of  the  drug. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

MECHANISMS  OF  SUPPORT 

Awards  will  be  made  as  Cooperative  Agreements  (UOD.  The  Cooperative  Agreement  funding  mechanism  differs  from 
the  traditional  research  grant  in  that  the  Government  component  (NIAID)  awarding  the  Cooperative  Agreement 
anticipates  substantial  programmatic  involvement  during  performance.  The  nature  of  the  NIAID  staff  participation 
is  described  in  the  RFA.  However,  the  applying  Group  must  define  its  objectives  in  accord  with  its  own 
interests  and  perceptions  of  approaches  to  combat  HIV  infection. 

REVIEW  PROCEDURES 

Applications  will  be  reviewed  by  the  appropriate  subcommittee  of  the  NIAID  AIDS  Research  Review  Committee.  NIAID 
has  set  aside  $2.2  million  total  cost  for  the  initial  year  funding.  An  NCDDG-HIV  award  is  subject  to  a current 
limit  of  $1,000,000  in  total  costs  (direct  plus  indirect  costs)  for  the  first  year.  The  amount  spent  will  be 
dependent  on  the  continuing  availability  of  funds  for  this  purpose  and  the  quality  and  diversity  of  approved 
appl ications. 

TERMS  OF  AWARD 

The  proposed  applicant  institution  will  be  responsible  for  the  Group  application.  Awards  will  be  made  to  the 
applicant's  institution  on  behalf  of  the  Group  as  a whole  and  not  to  individual  research  projects  within  the 
Group.  The  applicant  institution  will  provide  a Central  Operations  Office  for  the  Group.  The  applicant 
institution  will  be  responsible  for  the  performance  of  the  entire  Group  and  will  be  accountable  for  the  funds 
awarded.  The  active  participation  of  the  Government  through  the  NIAID  extramural  staff  is  aimed  at  enhancing 
and  expediting  a concerted  effort  by  the  Group  by  making  available  biological  materials  for  testing,  appropriate 
existing  data  bases,  and  appropriate  ancillary  testing  and  other  resources  available  under  existing  contracts. 
The  interaction  of  academic  and  non-profit  research  institutions  with  commercial  organizations  and  Government 
is  strongly  encouraged  and  is  expected  to  promote  innovative  discoveries  of  anti-HIV  treatment  and  will 
facilitate  their  subsequent  development  to  clinical  trial. 

METHOD  OF  APPLYING 

The  deadline  for  receipt  of  applications  is  January  16,  1992.  Applications  received  after  this  date  will  be 
considered  as  not  responsive  to  this  RFA  and  will  be  returned  without  review. 

The  regular  research  grant  application  forms  PHS  398  (rev.  10/88  or  9/89)  are  available  at  most  institutional 
business  offices.  If  not  available  there,  they  may  be  obtained  from:  Office  of  Grants  Inquiry,  Division  of 
Research  Grants,  Westwood  Building,  Room  449,  5333  Westbard  Avenue,  Bethesda,  MD  20892,  telephone:  301/496- 
7441. 
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LETTER  OF  INTENT 


Prospective  applicants  are  asked  to  submit  by  November  28,  1991,  a letter  of  intent  that  includes  a descriptive 
title  of  the  overall  proposed  research,  the  name  and  institution  of  the  Principal  Investigator,  a title  for  each 
component  research  project  and  brief  descriptions  of  the  proposed  projects.  Names  of  prospective  Project 
Leaders  and  other  key  investigators  and  their  institutions  should  be  included  (maximum  of  two  pages).  The 
letter  of  intent  is  requested  in  order  to  provide  an  indication  of  the  number  and  scope  of  applications  to  be 
reviewed  and  in  order  to  allow  early  preparations  for  review  as  well  as  promote  early  interactions  between 
applicants  and  NIAID  staff.  The  letter  of  intent  does  not  commit  the  sender  to  submit  an  application,  nor  is 
it  a requirement  for  submission  of  an  application.  The  letter  of  intent  is  to  be  sent  to: 

Nava  Sarver,  Ph.D. 

Chief,  Targeted  Drug  Discovery  Section 
Developmental  Therapeutics  Branch  Division  of  AIDS 
National  Institute  of  Allergy  and  Infectious  Diseases 
6003  Executive  Boulevard,  Room  246P 
Bethesda,  MD  20892 
Telephone:  (301)  496-8197 

INQUIRIES 

This  RFA  is  available  from: 

Ms.  Besita  Wyche 

Targeted  Drug  Discovery  Section 

Developmental  Therapeutics  Branch  Division  of  AIDS 

National  Institute  of  Allergy  and  Infectious  Diseases 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-8197 

Inquiries  regarding  matters  pertaining  to  the  review  of  this  application  should  be  addressed  to  Dr.  Hornbeak. 

Hortencia  Hornbeak,  Ph.D. 

Deputy  Chief,  Program  and  Project,  DEA 

National  Institute  of  Allergy  and  Infectious  Diseases 

6003  Executive  Boulevard 

Bethesda,  MD  20892 

Telephone:  (301)  496-0123 

Inquiries  regarding  fiscal  matters  may  be  addressed  to  Mr.  Thompson. 

Mr.  Gary  Thompson 

Chief,  Grants  Management  Branch 

Review  Branch,  DEA 

National  Institute  of  Allergy  and  Infectious  Diseases 
6003  Executive  Boulevard 
Bethesda,  MD  20892 
Telephone:  (301)  496-7231 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  93.856  - Microbiology  and  Infectious 
Diseases  Research  and  93.855  - Immunology,  Allergic  and  Immunological  Diseases  Research.  Grants  are  awarded 
under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241)  and  administered  under  the  PHS 
grants  policies  and  Federal  Regulations,  most  specifically  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  the  Executive  Order  12372  or  Health  Systems 
Agency  Review. 

BASIC  AND  CLINICAL  STUDIES  ON  THE  MORBIDITY  AND  MORTALITY  OF  THE  END-STAGE  RENAL  DISEASE  PATIENT 

RFA  AVAILABLE:  DK-92-07 

P.T.  34;  K.U.  0755015,  0785095,  0785165,  0745025,  0745065 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  December  11,  1991 
Application  Receipt  Dates:  January  23,  1992 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD)  of  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  (NIDDK)  announces  the  availability  of  a Request  for  Applications  (RFA)  on  the 
above  subject. 
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BACKGROUND 


Most  organ  systems  are  affected  by  the  development  of  renal  failure  and  the  uremic  state.  The  treatment  regimen 
for  these  patients  consists  of  either  a dialysis  modality  or  a renal  allograft.  The  annual  mortality  rate  of 
the  dialysis  patient  population  in  the  United  States  is  approximately  20  percent,  almost  double  that  reported 
by  European  countries  and  Japan.  This  high  mortality  rate  underscores  the  need  for  research  on  the  causes  of 
morbidity  and  mortality  in  the  end-stage  renal  disease  (ESRD)  population. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  HEALTHY  PEOPLE  2000,  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA  is  related  to  the 
priority  area  of  "Diabetes  and  Chronic  Disabling  Conditions."  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202-783-3238). 

RESEARCH  GOALS  AND  SCOPE 

It  is  the  objective  of  this  RFA  to  stimulate  fundamental,  clinical  and  applied  research  activity  towards:  (1) 
better  understanding  of  the  causes  of  ESRD;  (2)  decreasing  the  rate  at  which  chronic  renal  failure  progresses; 
(3)  enhancing  the  quality  and  effectiveness  of  dialysis  and  transplantation;  and  (4)  reducing  the  complications 
associated  with  these  therapies. 

The  following  are  some  suggested  topics  that  might  be  addressed  to  achieve  the  objectives  of  this  solicitation: 

o Cardiovascular  Influences:  The  effects  on  cell  and  organ  function  that  result  from  the  acute  fluid  and 
electrolyte  shifts  induced  by  dialysis  treatment;  organ  specificity  of  these  changes  in  the  volume  and 
composition  of  the  body  fluids,  and  laboratory  indicators  that  might  have  clinical  utility  in  the  management 
of  dialysis  patients. 

o Vascular  Access:  Development  of  new  access  concepts,  materials,  and  designs;  tissue  reactions  to  new 
biomaterials.  Studies  of  the  roles  of  coagulation,  fibrinolytic,  complement,  and  other  mediator  systems. 

o Hormonal  and  Metabolic  Influences:  Studies  to  assess  the  quantitative  impact  of  various  hormones,  especially 
insulin,  on  protein  and  amino  acid  metabolism  in  chronic  renal  failure. 

o Infection  and  Immunity  Problems:  Studies  directed  at  elucidating  the  role  of  cytokines  in  the  morbid  and 
mortal  events  in  the  uremic  state.  Fundamental  studies  of  immune  dysfunction  in  uremia. 

o Nutritional  Influences:  In  vivo  studies  assessing  whole  body  protein  turnover  (synthesis  and  breakdown)  and 
of  regional  aspects  of  protein  and  amino  acid  metabolism.  Studies  to  better  define  optimal  nutrition 
interventional  approaches  for  patients  on  dialysis. 

o Epidemiologic  Studies:  Studies  addressing  the  role  of  nutritional  factors  in  the  pathogenesis  of  infections, 
and  the  influence  of  biomaterials  on  infection  rates  in  the  dialysis  population. 

ELIGIBILITY 

Research  grant  applications  may  be  submitted  by  domestic  and  foreign,  non-profit  and  profit-making  organizations 
and  institutions.  State  and  local  governments  and  their  agencies,  and  eligible  agencies  of  the  Federal 
Government.  Applications  from  women  and  minorities  are  encouraged. 

MECHANISMS  OF  SUPPORT 

Applications  may  be  submitted  for  the  traditional,  investigator-initiated  research  project  grant  (R01).  Support 
will  be  provided  for  up  to  five  years  (renewable  for  subsequent  periods),  subject  to  the  availability  of  funds 
and  progress  achieved. 

REVIEW  PROCEDURES  AND  CRITERIA 

Upon  receipt,  applications  will  initially  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness. 
Incomplete  applications  will  be  returned  to  the  applicant  without  further  consideration.  Applications  will  then 
be  reviewed  by  program  staff  for  their  responsiveness  to  the  objectives  of  this  RFA.  If  an  application  is 
considered  unresponsive,  the  applicant  will  be  contacted  and  given  an  opportunity  to  withdraw  the  application 
or  have  it  considered  an  unsolicited  grant  application  in  the  next  review  cycle. 

METHOD  OF  APPLYING 

Applications  must  be  submitted  using  form  PHS  398  (rev.  10/88).  This  form  is  available  in  the  business  or 
grants  office  of  most  academic  or  research  institutions  and  from  the  Office  of  Grants  Inquiries,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449  Bethesda,  MD  20892,  telephone 
301/496-7441. 
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LETTER  OF  INTENT 


Prospective  applicants  are  encouraged  to  submit  an  optional  letter  of  intent,  that  includes  the  title  of  the 
proposed  project  and  identification  of  all  participating  institutions.  Such  letters  are  requested  only  for  the 
purpose  of  obtaining  an  indication  of  the  number  and  scope  of  applications  to  be  received.  A letter  of  intent 
is  not  binding,  is  not  a requirement  of  submission,  and  it  will  not  enter  into  the  review  of  the  application 
subsequently  submitted.  This  letter  is  to  be  received  no  later  than  December  11,  1991,  and  is  to  be  sent  to: 

Robert  D.  Hammond,  Ph.D. 

Chief,  Review  Branch,  Division  of  Extramural  Activities 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  406 
Bethesda,  MD  20816 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
of  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

FUNDS  AVAILABLE 

For  FY  1992,  $1.5  million  in  total  costs  per  year  will  be  committed  to  fund  applications  submitted  in  response 
to  this  RFA.  It  is  anticipated  that  eight  to  ten  awards  will  be  made.  In  order  to  meet  NIDDK  goals  for 
managing  the  costs  of  biomedical  research,  applicants  must  limit  their  requests  to  not  more  than  $160,000  in 
direct  costs  for  the  first  year.  Awards  are  contingent  upon  the  availability  of  funds.  The  earliest  award  date 
will  be  July  1,  1992. 

INQUIRIES 

It  is  essential  that  prospective  applicants  obtain  the  RFA  prior  to  developing  an  application.  The  RFA  can  be 
obtained  from: 

M.  James  Scherbenske,  Ph.D. 

Program  Director,  Renal  Physiology/Cell  Biology 

Division  of  Kidney,  Urologic,  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A-04A 

Bethesda,  MD  20892 

Telephone:  (301)  496-7458 

For  fiscal  and  administrative  matters,  contact: 

Mrs.  Helen  Y.S.  Ling 
Grants  Management  Specialist 
Grants  Management  Branch 
Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  639 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-  158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 

GENETICS  AND  KIDNEY  MATURATION.  WITH  AN  EMPHASIS  ON  POLYCYSTIC  KIDNEY  DISEASE 

RFA  AVAILABLE:  DK-92-08 

P.T.  34;  K.W.  1002019,  1002027,  1002004,  1002008,  0710075,  0785095 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  December  16,  1991 
Application  Receipt  Date:  January  22,  1992 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD)  of  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  (NIDDK)  announces  the  availability  of  a Request  for  Applications  (RFA)  on  the 
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above  subject.  The  mechanism  of  support  will  be  limited  to  the  investigator-initiated  research  grants  (R01) 
funding  mechanism. 

BACKGROUND 

The  cross-fertilization  of  the  disciplines  of  genetics  and  molecular  biology,  cell  chemistry  and  biology, 
immunology,  physiology,  microbiology,  and  pathology  have  resulted  in  new  and  extremely  useful  experimental  tools 
that  allow  scientists  to  address  and  seek  answers  to  questions  at  a fundamental  level.  The  regulation  of 
cellular  growth  is  one  of  the  most  exciting  areas  of  kidney  research.  Investigators  and  researchers  have 
identified  several  growth  factors  and  determined  their  exact  chemical  composition.  The  powerful  tools  of 
molecular  biology  (e.g.,  polymerase  chain  reaction  and  in  situ  hybridization  techniques)  offer  further  promise 
for  expanding  our  knowledge  about  the  regulatory  genes  that  control  differentiation  and  encode  the  signals  that 
establish  the  precise  topographical  patterns  essential  to  the  function  of  the  fully  developed  kidney. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  Healthy  People  2000,  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Genetics  and  Kidney 
Maturation,  with  an  Emphasis  on  Polycystic  Kidney  Disease,  is  related  to  the  priority  area  of  diabetes  and 
chronic  disabling  conditions.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

RESEARCH  GOALS  AND  SCOPE 

This  special  initiative  will  support  fundamental  research,  with  an  emphasis  on  fostering  collaboration  among 
the  basic  sciences,  including  biochemistry,  cell  biology,  embryology,  endocrinology,  molecular  biology, 
genetics,  nutrition,  pathology,  pharmacology,  renal  physiology,  and  pathophysiology.  The  intent  of  this 
solicitation  is  to  engage  investigators  with  diverse  research  interests  who  wish  to  apply  their  technologies 
and  expertise  in  elucidating  and  extending  the  current  understanding  of  the  genetic  aspects  of  kidney  disease 
and  the  cellular  and  integrated  mechanisms  in  the  developing  kidney. 

The  following  are  some  suggested  directions  that  might  be  taken  to  achieve  the  objectives  of  this  solicitation: 

o Basic  studies  on  the  physiology  and  pathophysiology  of  the  developing  normal  and  genetically-affected  kidney. 

o Assessment  of  function  of  the  developing  kidney,  both  normal  and  genetically  affected  by:  (a)  developing 
new  methodology  that  could  detect  abnormal  renal  function  at  an  earlier  stage,  than  possible  using  the  existing 
methodology;  and  (b)  assessing  and  comparing  endocrine  function  of  the  normal  and  genetically  impaired 
developing  kidney. 

o Research  on  genetic  or  developmental  disorders  of  the  kidney,  including  the  pathophysiology  of  kidney 
diseases  that  develop  in  the  pediatric  age  group  and  may  become  clinically  evident  in  adolescence  and  adulthood. 
Examples  include,  polycystic  kidney  and  other  cystic  diseases,  renal  dysplasias  or  hypoplasias,  congenital 
nephrotic  syndrome,  and  congenital  obstructive  nephropathy  or  uropathy,  and  diseases  more  prevalent  in  minority 
populat i ons. 

ELIGIBILITY 

Research  grant  applications  may  be  submitted  by  domestic  and  foreign,  non-profit  and  profit-making  organizations 
and  institutions.  State  and  local  governments  and  their  agencies,  and  eligible  agencies  of  the  Federal 
Government.  Applications  from  women  and  minorities  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  for  this  program  will  be  the  traditional  research  grant  (R01).  The  regulations  (Code 
of  Federal  Regulation,  Title  42,  Part  52  and,  as  applicable  to  the  State  and  local  governments.  Title  45,  Part 
74)  and  policies  that  govern  the  research  programs  of  the  National  Institutes  of  Health  will  prevail. 

FUNDS  AVAILABLE 

For  FY  1992,  $2.0  million  in  total  costs  per  year  will  be  committed  to  fund  applications  submitted  in  response 
to  this  RFA.  It  is  anticipated  that  10  to  12  awards  will  be  made.  In  order  to  help  meet  NIDDK  goals  for 
managing  the  costs  of  biomedical  research,  applicants  must  limit  their  requests  to  not  more  than  $160,000  in 
direct  costs  for  the  first  year.  The  earliest  award  date  will  be  July  1,  1992. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
of  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
ocumentation  will  not  be  accepted  for  review. 
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APPLICATION  AND  REVIEW  PROCEDURES 


Applications  must  be  submitted  using  Form  PHS  398  (rev.  10/88),  "Application  for  Public  Health  Service  Grant", 
available  in  the  business  or  grants  office  of  most  academic  or  research  institutions,  and  from  the  Office  of 
Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  West bard  Avenue,  Room  449, 
Bethesda,  MD  20892,  telephone  301/496-7441. 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most 
discretionary  PHS  grant  programs.  Applications  in  response  to  this  RFA  will  first  be  reviewed  for  scientific 
and  technical  merit  by  an  Initial  Review  Group  ( IRG)  convened  by  the  Division  of  Research  Grants.  A secondary 
review  for  policy  and  program  relevance  to  the  mission  of  the  National  Institute  of  Diabetes  and  Digestive  and 
Kidney  Diseases  will  be  provided  by  its  Advisory  Council. 

LETTER  OF  INTENT 

Prospective  applicants  are  encouraged  to  submit  an  optional  letter  of  intent,  that  includes  the  title  of  the 
proposed  project  and  identification  of  all  participating  institutions.  Such  letters  are  requested  only  for  the 
purpose  of  obtaining  an  indication  of  the  number  and  scope  of  applications  to  be  received.  A letter  of  intent 
is  not  binding,  and  it  will  not  enter  into  the  review  of  the  application  subsequently  submitted.  This  letter 
is  to  be  received  no  later  than  December  16,  1991,  and  is  to  be  sent  to: 

Chief,  Review  Branch 
National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases 
Westwood  Bldg.,  Room  406 
Bethesda,  MD  20892 

INQUIRIES 

It  is  essential  that  prospective  applicants  obtain  the  RFA  prior  to  developing  an  application.  The  RFA  can  be 
obtained  from: 

M.  James  Scherbenske,  Ph.D. 

Program  D i rector.  Renal  Physiology/Cell  Biology,  DKUHD 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Bldg.,  Room  3A-04A 

Bethesda,  MD  20892 

Telephone:  (301)  496-7458 

Gladys  H.  Hirschman,  M.D. 

Program  Director,  Chronic  Renal  Diseases,  DKUHD 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Bldg.,  Room  3A-07B 

Bethesda,  MD  20892 

Telephone:  (301)  496-8218 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  catalog  of  Federal  Domestic  Assistance  No.  93.849.  Awards  are  made  under 
authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended  by  Public  Law 
99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  Review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 

STUDIES  ON  THE  MEDICAL  AND  HEALTH  CONSEQUENCES  OF  DRUG  ABUSE 

PA:  PA-92-16 

P.T.  34;  K.W.  0404009,  0715006,  0755030,  0715129 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  purpose  of  this  announcement  is  to  stimulate  research  on  the  role  of  drug  abuse  in  the  etiology  and 
progression  of  medical,  including  psychiatric,  disorders.  Research  on  the  relationship  between  drug  abuse  and 
broader  health  issues  is  also  solicited.  Epidemiological,  clinical,  human  laboratory  based,  and  animal  studies 
are  encouraged. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  Healthy  People  2000,  a PHS- led  national  activity  for  setting  priority  areas.  This  Program  Announcement, 
Studies  on  the  Medical  and  Health  Consequences  of  Drug  Abuse,  is  primarily  related  to  the  priority  area  of 
alcohol  and  other  drugs.  Potential  applicants  may  obtain  a copy  of  Healthy  People  2000  (Full  Report:  Stock 
No.  017-001-00474-0,  or  Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (Telephone  202-783-3238). 

BACKGROUND 

Drug  abuse  has  been  linked  with  a number  of  medical  disorders.  These  may  arise  either  through  the  direct 
mechanisms  of  cytopathic  effects  of  intoxication,  withdrawal,  or  long-term  exposure  or  through  the  indirect 
mechanisms  of  increased  exposure  to  pathogens,  toxins,  carcinogens,  or  other  dangers  due  to  the  behavioral 
alterations  associated  with  drug  abuse.  Some  infectious  sequelae  of  drug  abuse.  Hepatitis  B and  HIV,  are  well 
known,  but  evidence  also  supports  a number  of  other  medical  disorders  arising  from  drug  abuse.  These  include 
psychiatric  disturbance,  cancers,  trauma,  cardiovascular  events,  endocrine  dysfunction,  and  alterations  of 
normal  child  development,  for  example.  Studying  specific  drug-outcome  relationships  is  important,  but  it  is 
also  fruitful  to  study  drug  abuse  as  an  entity  relatively  independent  of  specific  substances  because  of  (1) 
poly-drug  abuse,  (2)  events  related  to  mode  of  abuse  independent  of  the  drug  (e.g.,  injection),  and  (3)  changes 
in  drugs  of  choice  while  other  variables  remain  constant  (e.g.,  biological  substrate,  modes  of  administration). 

Primary  care  physicians  may  not  aggressively  pursue  substance  abuse  as  an  underlying  etiology.  There  is 
evidence  that  despite  growing  awareness  of  alcohol  abuse  in  general,  physicians  are  actually  attending  less 
to  assessing  the  possibility  of  alcohol  abuse  in  their  patients  than  they  did  a decade  ago.  Coordination 
between  drug  abuse  treatment  programs  and  primary  care  resources  is  lacking,  and  the  AIDS  crisis  makes  this  lack 
even  more  significant.  Research  on  determining  and  treating  drug  abuse  related  medical  conditions  is  sorely 
needed. 

RESEARCH  OBJECTIVES 

The  major  objectives  of  this  Program  Announcement  are  to  stimulate  research  in  the  drug-related  etiology  and 
progression  of  medical  disorders,  including  psychiatric  disease,  and  to  stimulate  studies  of  the  application 
of  such  knowledge  to  clinical  situations.  Epidemiological,  controlled  population,  and  animal  studies  are 
encouraged,  and  these  must  attempt  to  isolate  direct  mechanisms  from  indirect  effects  whenever  possible.  Thus, 
study  designs  must  address  the  total  picture  of  risk  factors  for  medical  conditions  in  drug  abusers  including: 
(1)  genetic/biologic  predispositions;  (2)  in-  utero  exposure,  e.g.,  cocaine,  alcohol,  and  other  drugs  of  abuse; 
(3)  demographic  and  behavioral  variables;  and  (4)  life  history  of  exposure  to  pathogens  and  non-drug  related 
factors.  It  is  further  recognized  that  either  a history  of  drug  abuse  or  ongoing  drug  abuse  may  have  both 
direct  and  indirect  effects  on  the  natural  history  of  the  medical  sequelae  and  their  treatment.  In  the  context 
of  the  proposed  studies,  programmatic  emphasis  will  be  on  the  clinical  relevance  of  both  the  isolation  of  direct 
cytopathic  effects  and  the  behavioral  effects  of  ongoing  drug  abuse  that  mediate  diagnosis  and  response  to 
treatment. 

Examples  of  possible  research  topics  relevant  to  this  announcement  include: 

o Epidemiological  investigations  that  document  the  occurrence  of  various  medical  disorders  in  the  drug  abusing 
population,  especially  studies  that  examine  disorders  not  already  recognized  as  associated  with  drug  abuse. 
Case-control  or  cohort  studies  to  determine  relationships  between  disorders  and  substances  would  be  appropriate. 

o Studies  of  the  interaction  of  individual  behaviors  or  traits  with  the  medical  outcomes  of  substance  abuse. 

o Epidemiologic  and  controlled  studies  of  nitrite  inhalant  and  other  drug  use  among  those  whose  behavior  puts 
them  at  risk  for  HIV  infection,  such  as  intravenous  drug  users,  hemophiliacs,  prostitutes,  and  heterosexual 
partners  of  bisexual  men,  to  determine  relationships  between  substance  abuse  and  health  outcomes. 

o Studies  of  the  mechanisms  by  which  substance  abuse  affects  individuals,  their  organ  systems  and  tissues  with 
reference  to  medical  outcomes.  Studies  may  be  in  vitro  or  in  vivo  (if  the  cost  is  justifiable)  investigations. 
Such  studies  could  elucidate  the  pathophysiological  processes  initiated  or  potentiated  by  particular  substances 
or  combinations  of  substances.  For  example,  studies  of  oncogenesis  by  drugs  alone  or  in  combination  with  viral 
infection  would  be  responsive.  Specific  investigations  linking  drug  pharmacokinetic  or  pharmacodynamic 
parameters  to  relevant  medical  outcomes  would  also  be  responsive. 

o Cancer  epidemiologic  studies  among  drug  abusers  (such  as  hepatocellular  cancer)  using  cancer  registers  and 
death  certificate  data. 

o Further  exploration  of  the  association  of  maternal  marijuana  use  during  pregnancy  and  childhood  leukemias 
and  other  associations  of  drug  abuse  and  health  conditions  affecting  pregnant  women  and  their  offspring.  Health 
outcomes  of  children  of  "crack"  using  mothers  would  also  be  responsive. 

o Psychiatric,  neuropsychiatric,  and  neuropsychological  investigations  that  examine  the  acute  and  chronic 
effects  of  drug  abuse  on  systems  that  may  interact  with  neurological  systems  (e.g.,  reduced  vascular  supply  to 
cerebral  cortex,  hepatic  function).  Chronic  abuse  effects  on  neurologic  tissues  and  neuropsychiatric 
functioning  are  also  of  interest. 
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o Research  into  the  metabolic,  nutritional,  immunologic,  psychological,  or  other  medical/health  outcomes  that 
drug  abuse  that  may  mediate  through  an  effect  on  more  than  one  substrate  or  on  an  already  established  disease 
process.  Vulnerability  studies  that  examine  the  effects  of  drug  abuse  on  systems  and  later  medical/health 
outcomes  would  be  appropriate. 

o Evaluation  of  and  clarification  of  feedback  loops  or  reciprocal  causality,  in  which  an  existing  health 
condition  leads  to  substance  abuse  that  in  turn  leads  to  worsening  of  the  original  symptoms.  Examples  of  such 
relationships  include  self-medication  of  psychiatric  disorders  that  leads  to  exacerbation  of  the  disorder  or 
substance  abuse  that  arises  after  a closed-head  injury  and  that  leads  to  delayed  recovery. 

o Relationships  between  infectious  agents  and  disease  processes  in  drug  abusers.  Such  studies  could  examine 
the  interplay  of  host  and  pathogen  factors  or  the  influence  of  cofactors  on  natural  history  of  disease. 

o Identification,  evaluation,  and  surveillance  of  diseases  as  surrogate  markers  of  drug  abuse. 

o Development  and  modification  of  treatments  for  diseases  associated  with  drug  abuse,  such  as  alternatives  to 
parenteral  therapy  for  patients  with  "poor  veins"  or  innovative  antibiotic  regimens  applicable  to  drug  abusers 
with  infections. 

o Examinations  of  primary  care  settings  and  integration  of  drug  abuse  treatment  and  the  impact  of  this 
integration  on  health  outcomes.  Conversely,  examination  of  utilization  of  primary  medical  care  in  drug  abuse 
treatment  settings  and  relation  to  health  outcomes.  Studies  on  early  identification  of  substance  abuse  in 
primary  medical  care  settings  or  early  identification  of  medical  problems  in  substance  abuse/mental  health 
settings  would  be  of  particular  interest. 

o Studies  of  the  feasibility  of  specific  health  programs  targeted  at  drug  abusers,  such  as  vaccination 
programs.  Vaccination  development  may  also  be  a part  of  such  programs,  given  clear  emphasis  on  benefits  to  drug 
abusing  populations. 

o Evaluation  of  the  patterns  of  clinical  use  of  prescription,  potentially  abusable  drugs  (e.g.,  pain 
medications)  in  precipitating  or  preventing  medical/psychiatric  complications  or  conditions  in  vulnerable  adult 
and  pediatric  populations. 


Because  of  the  inter-disciplinary  nature  of  many  of  these  topics,  potential  applicants  are  encouraged  to  secure 
the  complete  Program  Announcement  from  the  resources  listed  at  the  end  of  this  notice.  Applicants  are  advised 
to  contact  National  Institute  on  Drug  Abuse  staff  to  ensure  appropriate  coordination  of  PHS  program  resources. 

MECHANISMS  OF  SUPPORT 

The  funding  mechanisms  that  will  be  used  to  support  this  program  are:  Research  Projects  (ROD,  Small  Grants 
(R03),  First  Independent  Research  Support  and  Transition  Awards  (R29),  and  Program  Projects  (POD,  Predoctoral 
and  Postdoctoral  Individual  National  Research  Service  Awards  (F31  and  F32),  Research  Scientist  Development 
Awards  (K02,  K05),  Scientist  Development  Awards  (K2D,  and  Scientist  Development  Awards  for  Clinicians  (K20). 

ELIGIBILITY 

Applications  may  be  submitted  by  public  and  private,  non-profit  and  for-profit  organizations  such  as 
universities,  colleges,  hospitals,  research  institutes  and  organizations,  units  of  State  or  local  governments, 
and  eligible  agencies  of  the  Federal  government.  Women  and  minority  investigators  are  encouraged  to  apply. 

Individual  fellows  applicants  must  be  citizens  or  non-citizen  nationals  of  the  United  States  for  permanent 
residence  and  have  in  their  possession  an  Alien  Registration  Receipt  Card  (1-151  or  1-551)  at  the  time  of 
application.  Individuals  on  temporary  or  student  visas  are  not  eligible.  See  National  Research  Service  Awards 
for  Individual  Fellows,  January  1988,  for  additional  information. 

REVIEU  PROCESS  AND  CRITERIA 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most 
discretionary  PHS  grant  programs.  Applications  received  under  this  announcement  will  be  assigned  to  an  initial 
review  group  (IRG)  in  accordance  with  established  Public  Health  Service  Referral  Guidelines.  The  IRG, 
consisting  primarily  of  non- Federal  scientific  and  technical  experts,  will  review  the  applications  for 
scientific  and  technical  merit.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after 
the  initial  review.  Applications  will  receive  a second-level  review  by  the  appropriate  National  Advisory 
Council  whose  review  may  be  based  on  policy  as  well  as  scientific  merit  considerations.  Only  applications 
recommended  for  approval  by  the  Council  may  be  considered  for  funding.  Criteria  for  scientific/technical  merit 
review  of  research  grant  applications  will  include  the  following:  significance  and  originality  from  a 
scientific  or  technical  standpoint  of  the  goals  of  the  proposed  research;  adequacy  of  the  research  methodology 
proposed  to  carry  out  the  study;  feasibility  of  the  proposed  research;  qualifications  and  research  experience 
of  the  Principal  Investigator  and  other  key  research  personnel;  availability  of  adequate  facilities,  other 
resources,  and  collaborative  arrangements  necessary  for  the  research;  appropriateness  of  budget  estimates  for 
the  proposed  research  activities;  and  adequacy  of  provisions  for  the  protection  of  human  and  animal  subjects. 
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For  individual  fellows,  major  considerations  in  the  review  are  the  applicant's  potential  for  a productive 
scientific  career,  the  need  for  the  proposed  training  requested,  and  the  possibility  that  the  research  training 
proposal  will  meet  that  need.  See  the  program  announcement  for  additional  details. 

INCLUSION  OF  UOMEN  AND  MINORITIES 

For  projects  involving  clinical  research,  ADAMHA  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study 
populations,  a specific  and  compelling  justification  for  this  exclusion  must  be  provided.  Applications  that 
do  not  include  women  and  minorities  and  that  are  without  such  documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

Applicants  must  use  the  application  form  PHS  398  (rev.  10/88)  for  research  grants  and  the  PHS  416-1  for 
fellowship  applications. 

Application  kits  containing  the  necessary  forms  and  instructions  may  be  obtained  from  business  offices  or 
offices  of  sponsored  research  at  most  universities,  colleges,  medical  schools,  and  other  major  research 
facilities.  If  such  a source  is  not  available,  the  following  office  may  be  contacted  for  the  necessary 
application  material:  Division  of  Research  Grants,  NIH,  Uestwood  Building,  Room  436,  5333  Westbard  Avenue, 
Bethesda,  MD  20892,  telephone  (301)  496-9797. 

The  announcement  may  obtained  from: 

Grants  Management  Branch,  OPRM 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

or  the  individuals  listed  in  INQUIRIES 

INQUIRIES 

For  further  information,  investigators  are  encouraged  to  contact  the  following  individuals: 

Sander  G.  Genser,  M.D.,  M.P.H. 
or 

William  C.  Grace,  Ph.D. 

Clinical  Medicine  Branch, 

National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  11A-33, 

Rockville,  MD  20857 
Telephone:  (301)  443-1801 

For  fiscal  and  administrative  matters,  contact: 

Shirley  McKenney 
Chief,  Grants  Management  Branch 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Grants  will  be  awarded 
under  the  authority  of  sections  301  and  515  of  the  Public  Health  Service  Act,  (42  U.S.C.  241  and  290cc)  and 
administered  in  accordance  with  the  PHS  Grants  Policy  Statement  and  Federal  regulations  at  42  CFR  Part  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 


ERRATA 

RESEARCH  SCIENTIST  DEVELOPMENT  AWARD.  RESEARCH  SCIENTIST  AWARD 

PAs:  PA-91-101,  PA-91-102 
P.T.  34;  K.W.  1014002,  1014006 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

ADAMHA  published  updated  announcements  for  the  Research  Scientist  Development  Award  (K02)  (PA-91-101)  and  the 
Research  Scientist  Award  (K05)  (PA-91-102)  in  September  27,  1991  (NIH  Guide  for  Grants  and  Contracts,  Vol.  20, 
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No.  36).  The  review  criteria  outlined  in  these  announcements  will  be  effective  for  all  applications  received 
as  of  February  1,  1992,  and  will  be  applied  beginning  with  the  June  peer  review  by  the  Initial  Review  Groups. 

SPECIALIZED  PROGRAMS  OF  RESEARCH  EXCELLENCE  IN  BREAST  CANCER 

RFA:  CA-91-33 

P.T.  34;  K.W.  07150350,  710030,  0745027,  0745070 
SPECIALIZED  PROGRAMS  OF  RESEARCH  EXCELLENCE  IN  LUNG  CANCER 

RFA:  CA-91-34 

P.T.  34;  K.W.  0715035,  0715165 

SPECIALIZED  PROGRAMS  OF  RESEARCH  EXCELLENCE  IN  PROSTATE  CANCER 

RFA:  CA-91-35 

P.T.  34;  K.W.  0715030,  0715167 
National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  November  22,  1991  (revised) 

Application  Receipt  Date:  January  17,  1991 

The  Requests  for  Applications  (RFAs)  listed  above  were  published  in  the  NIH  Guide  for  Grants  and  Contracts  on 
September  13,  1991,  Vol.  20,  No.  34.  As  a result  of  the  Specialized  Programs  of  Research  Excellence  (SPOREs) 

briefing  held  by  the  National  Cancer  Institute  (NCI)  in  St.  Louis  on  October  8,  1991,  the  NCI  is  announcing 

three  modifications  to  these  RFAs: 

1.  Under  ELIGIBILITY  REQUIREMENTS,  an  alternative  to  a minimum  of  three  independent  investigators  who  are 

successful  in  obtaining  peer-reviewed  research  directly  related  to  the  relevant  cancer,  is  a minimum  of  three 
independent  investigators,  each  having  published  articles  that  significantly  address  the  relevant  cancer  in 

peer-reviewed  research  journals,  and  who,  when  combined,  represent  experience  in  both  laboratory  and  clinical 

research.  Because  of  the  scarcity  of  peer-reviewed  research  support  for  prostate  cancer,  the  NCI  will  be  as 
flexible  as  possible  in  its  interpretation  of  this  eligibility  requirement  for  SPOREs  addressing  prostate 
cancer. 

2.  In  complying  with  the  DIRECT  COST  CAP  of  $1.5  million,  the  indirect  costs  related  to  subcontracts  with  other 
institutions  or  organizations  will  not  apply  toward  the  cap,  but  the  total  dollar  request  may  not  exceed  $2.5 
mi l lion. 

3.  The  deadline  for  the  LETTER  OF  INTENT  is  extended  from  October  25,  1991,  to  November  22,  1991.  Although 
this  document  is  not  required,  it  provides  an  opportunity  for  all  potential  applicants  to  establish  a dialogue 
with  NCI  staff. 

INQUIRIES 

Potential  applicants  are  strongly  encouraged  to  contact  NCI  staff  regarding  these  RFAs.  Direct  inquiries 
concerning  the  revisions  of  these  RFAs  and  requests  for  the  RFA  to: 

Andrew  Chiarodo,  Ph.D. 

Chief,  Organ  Systems  Coordinating  Branch 

Division  of  Cancer  Biology,  Diagnosis,  and  Centers 

National  Cancer  Institute 

Executive  Plaza  North,  Suite  316 

Bethesda,  MD  20892 

Telephone:  (301)  496-8528 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM 
STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS 
WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR  SHOWING  A STREET 
ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 


WORLD  AIDS  FOUNDATION 2 

Fogarty  International  Center 
INDEX:  FOGARTY  INTERNATIONAL  CENTER 

BIOMEDICAL  INITIATIVE  SUPERCOMPUTING  TECHNIQUES  WORKSHOP  2 

National  Center  for  Research  Resources 
INDEX:  RESEARCH  RESOURCES 

NIH/ADAMHA  PEER  REVIEW  CONSULTANT  FILE:  ADDRESS  CHANGE  3 

National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

ALCOHOL,  DRUG  ABUSE,  AND  MENTAL  HEALTH 


POLICY  ON  SUPPLEMENTATION  OF  STIPENDS  ON  NATIONAL  RESEARCH  SERVICE  AWARD  TRAINING 

GRANTS  AND  FELLOWSHIPS  3 

National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 
INDEX:  NATIONAL  INSTITUTES  OF  HEALTH 

ALCOHOL,  DRUG  ABUSE,  AND  MENTAL  HEALTH 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


EVALUATION  OF  CHEMOPREVENT 1 ON  AGENTS  BY  IN  VIVO  SCREENING  ASSAYS  (RFP  NCI -CN-25407-20) 3 

National  Cancer  Institute 
INDEX:  CANCER 

MASTER  AGREEMENT  FOR  CEREBROVASCULAR  CLINICAL  RESEARCH  (MAA/RFP  NIH-NINDS-92-06)  A 

National  Institute  of  Neurological  Disorders  and  Stroke 
INDEX:  NEUROLOGICAL  DISORDERS,  STROKE 

CHEMICAL  EFFECTS  IN  TRANSGENIC  HUMAN  CELLS  (RFP  N I H -ES-92- 1 5 ) 5 

National  Institute  of  Environmental  Health  Sciences 
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MOT  ICES 


WORLD  AIDS  FOUNDATION 

P.T.  22,  34,  42;  K.W.  0715008 

Fogarty  International  Center 

The  World  AIDS  Foundation  (WAF),  jointly  sponsored  by  the  U.S.  Department  of  Health  and  Human  Services  and  the 
Institut  Pasteur  of  Paris,  France,  announces  its  intent  to  support  research  and  education  relating  to  AIDS  in 
the  developing  world.  The  goal  of  the  WAF  is  to  facilitate  information  exchange  and  to  assist  developing 
countries  in  responding  to  the  AIDS  pandemic. 

The  WAF  is  particularly  interested  in  projects  that  are  catalytic  and,  once  in  place,  could  have  a 
multiplicative  effect.  The  WAF  is  specifically  interested  in  supporting: 

A)  short-term,  in-country  training  for  clinicians,  allied  health  professionals,  and  technicians; 

B)  fellowships  to  support  training  for  national  experts; 

C)  development  and  testing  of  new  concepts  and  demonstrations  for  preventing  the  spread  of  HIV;  and 

D)  highly  focused  workshops  that  enhance  the  scientific  process  and  transfer  knowledge  needed  in  the  effort 
against  HIV  infections  and  AIDS. 

The  limit  of  any  single  funding  request  to  the  WAF  is  $200,000. 

APPLICATION  PROCEDURES 

Concept  letters  and  applications  may  be  prepared  in  either  English  or  French.  Applicants  must  submit  concept 
letters  for  initial  consideration.  Following  review  of  concept  letters,  applicants  may  be  invited  to  submit 
complete  applications.  The  annual  deadline  for  receipt  of  concept  letters  is  February  1. 

INQUIRIES 

Concept  letters,  full  applications,  and  inquiries  concerning  the  programs  of  the  WAF  may  be  directed  to  either: 

World  AIDS  Foundation 

Assistant  Secretary  for  Health 

c/o  Director,  Fogarty  International  Center 

National  Institutes  of  Health 

Building  31,  Room  B2C02 

Bethesda,  MD  20892 

U.S. A. 


or 

World  AIDS  Foundation 
c/o  Di rector 
Institut  Pasteur 
28  rue  du  Docteur  Roux 
75724  Paris,  Cedex  15 
FRANCE 

BIOMEDICAL  INITIATIVE  SUPERCOHPUTIHG  TECHNIQUES  WORKSHOP 

P.T.  42;  K.W.  1004000,  1004008 
National  Center  for  Research  Resources 

The  Pittsburgh  Supercomputing  Center  (PSC)  is  conducting  a five-day  Supercomputing  Techniques  Workshop  for 
biomedical  researchers  to  be  held  January  27-31,  1992.  The  workshop  is  funded  by  a National  Institutes  of 
Health  (NIH)  grant  from  the  Biomedical  Research  Technology  Program,  National  Center  for  Research  Resources. 

The  workshop  is  aimed  at  experienced  FORTRAN  and  C programmers,  but  prior  supercomputing  experience  is  not 
necessary.  Topics  will  include  the  PSC  programming  and  computing  environment,  FORTRAN  programming  on  the  CM-2, 
an  overview  of  C programming  on  the  CM-2,  scientific  and  low-level  programming  libraries,  special  I/O  features 
of  the  CM-2,  and  graphics  facilities  at  the  PSC. 

Travel,  meals,  and  hotel  accommodations  for  U.S.  academic  participants  are  supported  by  the  grant.  A limited 
number  of  openings  for  industrially  based  biomedical  researchers  may  be  available  for  a fee  of  $1,000. 
Enrollment  is  limited  to  20  participants.  THE  DEADLINE  FOR  THE  SUBMISSION  OF  APPLICATIONS  IS  DECEMBER  6,  1991. 
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For  application  forms  and  inquiries  contact: 


Nancy  Blankenstein 
Biomedical  Coordinator 
Pittsburgh  Supercomputing  Center 
4400  Fifth  Avenue 
Pittsburgh,  PA  15213 
Telephone:  (412)  268-5206 

NIH/ADAHHA  PEER  REVIEW  CONSULTANT  FILE:  ADDRESS  CHANGE 

P.T.  34;  K.W.  1014002 
National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA) 
have  established  a new  consultant  file  of  peer  reviewers.  Reviewers  will  be  selected  from  a national  pool  of 
scientists  who  are  engaged  in  basic  or  applied  research.  Data  from  qualified  respondents  will  be  entered  into 
a new  computerized  N I H/ADAMHA  data  base.  This  unique  data  base  will  be  used  as  one  source  from  which  candidates 
for  membership  on  NIH/ADAMHA  committees  and  for  other  peer  review  activities  are  drawn.  All  qualified 
scientists  are  requested  to  participate.  Qualified  women  and  minority  scientists  are  encouraged  to  apply. 
There  are  currently  13,000  potential  consultants  listed  in  the  file. 

A Consultant  File  Information  Form  has  been  sent  to  PHS  grantees  and  the  solicitation  announcement  will  appear 
in  major  journals.  Other  scientists  who  are  interested  in  participating  must  submit  a written  request  for  the 
NIH/ADAMHA  Consultant  File  Information  Form.  The  new  file  is  based  solely  on  positive  responses.  A response 
is  needed  from  consultants  and  members  of  a Reviewer's  Reserve  who  wish  to  be  included  in  the  consultant  file. 
This  file  is  independent  of  other  consultant  files.  Your  request  should  be  sent  to: 

NIH/ADAMHA  Consultant  File 
7101  Wisconsin  Avenue 
Suite  1125,  Dept  02 
Bethesda,  MD  20814 

POLICY  ON  SUPPLEMENTATION  OF  STIPENDS  ON  NATIONAL  RESEARCH  SERVICE  AUARD  TRAINING  GRANTS  AND  FELLOWSHIPS 

P.T.  22,  44;  K.W.  0720005,  1014006 
National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

It  is  the  policy  of  the  National  Institutes  of  Health  (NIH)  and  the  Alcohol,  Drug  Abuse,  and  Mental  Health 
Administration  (ADAMHA)  to  ensure  that  the  full  amount  of  any  stipend  increase  is  received  by  all  individuals 
supported  on  National  Research  Service  Award  (NRSA)  training  grants  and  fellowships.  The  NIH  and  ADAMHA 
recognize  that  many  NRSA  grantee  institutions  supplement  NRSA  stipends  provided  to  trainees  and  fellows; 
institutions  should  maintain  the  level  of  supplementation  currently  provided  when  stipends  are  increased.  When 
making  award  decisions,  the  extent  to  which  an  institution  maintains  the  supplementation  currently  provided  will 
be  considered  in  determining  the  adequacy  of  the  resources  available  at  the  applicant  institution,  consistent 
with  42  CFR  66. 206(a)(3) ( i i ) . 

Contact : 

Dr.  Walter  T.  Schaffer 

Research  Training  and  Research  Resources  Officer 

National  Institutes  of  Health 

Building  31,  Room  5B44 

Bethesda,  MD  20892 

Telephone:  (301)  496-9743 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

EVALUATION  OF  CHEHOPREVENTION  AGENTS  BY  IN  VIVO  SCREENING  ASSAYS 

RFP  AVAILABLE:  NCI -CN-25407-20 

P.T.  34;  K.W.  0740018,  0755010,  0755020 

National  Cancer  Institute 

The  National  Cancer  Institute,  Division  of  Cancer  Prevention  and  Control,  Chemoprevention  Branch,  plans  to  award 
Master  Agreement  contracts  for  the  above  study.  The  required  services  will  be  defined  by  Master  Agreement 
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Orders  (MAO)  issued  during  the  five-year  period  of  performance.  This  is  a recompetition  of  the  entire  pool  of 
Master  Agreement  Holders.  All  Master  Agreement  Holders  must  requalify  to  be  eligible  to  compete  for  future  MAO 
RFPs.  Pursuant  to  the  MAOs,  the  contractor  shall  conduct  in  vivo  screening  studies  in  small  rodents  using 
gavage  and  other  routes  to  administer  the  designated  chemopreventive  agents  in  animal  models  using  any 
carcinogenic  mechanism  (that  is  consistent  with  the  Evaluation  Criteria),  such  as  carcinogens,  promoters, 
hormones,  irradiation,  cells,  and  other  carcinogenic  agents.  Agents  to  be  tested  are  potentially  hazardous. 
The  animal  model  systems  also  involve  the  use  of  carcinogens.  Laboratory  practices  shall  be  employed  that  will 
keep  any  element  of  risk  to  personnel  at  an  absolute  minimum.  Where  indicated,  tissue  and  compound  handling 
must  be  performed  in  (at  least)  Class  I laminar  flow  agents.  It  shall  be  required  that  the  animal  facilities 
be  maintained  in  accordance  with  the  NIH  Guide  for  the  Care  and  Use  of  Laboratory  Animals,  the  Animal  Uelfare 
Act  as  administered  by  the  U.S.  Department  of  Agriculture,  and  the  U.S.  Government  Principles  for  Utilization 
and  Care  of  Vertebrate  Animals  Used  for  Testing  Research  and  Training.  This  research  will  be  performed  under 
cost -reimbursement  and/or  fixed-price  MAOs.  Offerors  will  not  be  considered  eligible  for  award  unless  they  can 
conduct  specific  individual  MAOs  in  accordance  with  the  Food  and  Drug  Administration  Good  Laboratory  Practices 
Regulations.  The  contractor  must  have  all  the  equipment  necessary  to  accomplish  the  studies  including,  but  not 
limited  to,  animal  racks  and  caging,  hazardous  chemical  storage  cabinets  and  refrigerators,  pathology  equipment 
such  as  microscopes  and  microtomes,  and  miscellaneous  laboratory  equipment.  The  laboratory  must  have  or  have 
access  to  appropriate  terminal  and  computer  facilities  and  equipment  for  data  collection  and  storage.  It  is 
estimated  that  four  to  five  Task  Orders  per  year  will  be  issued  pursuant  to  the  Master  Agreement  contracts. 
The  Master  Agreement  Announcement  No.  NCI -CN-25407-20  will  be  available  on  approximately  November  5,  1991.  The 
proposal  due  date  will  be  approximately  December  24,  1991. 

Copies  of  the  RFP  may  be  obtained  by  sending  a written  request  to: 

Mr.  Charles  Lerner,  Contract  Specialist 
National  Cancer  Institute 
Research  Contracts  Branch,  PCCS 
Executive  Plaza  South,  Room  635 
Bethesda,  MD  20892 
Telephone:  (301)  496-8603 

No  collect  calls  will  be  accepted. 

MASTER  AGREEMENT  FOR  CEREBROVASCULAR  CLINICAL  RESEARCH 

MAA/RFP  AVAILABLE:  N I H - N I NDS-92- 06 


P.T.  34;  K.W.  0705010,  0705015,  0715042,  0715200,  0785035 
National  Institute  of  Neurological  Disorders  and  Stroke 


The  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS)  is  seeking  proposals  with  the  intent  of 
awarding  Master  Agreements  (MAs)  to  sources  capable  of  performing  clinical  evaluations  of  new  investigational 
forms  of  therapies  and  intervention  efforts  aimed  at  preventing  and/or  treating  cerebrovascular  diseases  in  an 
attempt  to  reduce  disability,  optimize  functional  recovery,  and  improve  the  quality  of  life.  Offerors  may 
qualify  under  any  number  of  the  six  specific  project  categories  listed  below.  It  is  possible  for  an 
organization  to  qualify  under  all  six  categories.  Recipients  of  MA  awards  may  compete  for  award  under  future 
"quick  reaction"  MA  Order  (MAO)/Request  for  Proposals  (RFP)  for  studies  in  the  category( ies)  for  which  they 
receive  an  MA  award.  Current  MA  holders  will  not  be  required  to  compete  and  requalify  unless  they  wish  to  be 
considered  for  award  under  a category  for  which  they  have  not  already  qualified. 


Category 

I 

- Clinical 

Research 

Category 

1 1 

- Clinical 

Research 

Category 

III 

- Clinical 

Research 

Category 

IV 

- Clinical 

Research 

Category 

V 

- Clinical 

Research 

Category 

VI 

- Clinical 

Research 

An  MA  is 

an 

agreement  issued  to 

issued  under  the  general  study  areas  described  in  an  MA.  These  agreements  contain  general  terms,  conditions, 
and  parameters  of  performance  for  the  particular  study  category(ies)  that  the  MA  holder  is  judged  capable  of 
competing  for  and  performing.  Award  of  a MA  under  the  MAA/RFP  will  certify  that  an  offeror  has  demonstrated 
that  it  has  the  staff  expertise,  capability,  facilities,  and  access  to  an  adequate  study  population  to  compete 
for  future  MAO  task  requirements  issued  under  the  Cerebrovascular  Clinical  Research  project.  The  agreements 
will  not  contain  specific  work  tasks  nor  any  funding  commitments. 


Competition  of  future  MAO  tasks  will  be  restricted  to  qualified  MA  holders,  and  successful  MA  competitors  may 
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receive  an  MAO  award.  An  MAO  is  a bilateral  contract  and  an  operational  addendum  to  an  MA.  The  MAO  outlines 
the  specific  performance  requirements,  including  a detailed  Statement  of  Work  and  Delivery  Schedule,  and 
indicates  the  negotiated  funding  commitment  for  the  particular  study  task. 

It  is  anticipated  that  as  a result  of  this  solicitation,  multiple  MA  awards  will  be  made.  MA  awards  resulting 
from  this  RFP  will  be  valid  through  May  31,  1994.  It  is  important  that  offerors  review  carefully  the  six 
individual  category  descriptions  and  requirements  and  the  evaluation  criteria  contained  in  the  MAA/RFP  prior 
to  preparing  a response  to  the  solicitation.  Offerors  must  provide  concise  information  regarding  their 
capability  to  accrue  the  required  number  of  specific  subjects  indicated  in  the  MAA/RFP. 

This  is  an  announcement  of  an  anticipated  MAA/RFP.  The  MAA/RFP  will  be  issued  on  or  about  November  11,  1991, 
with  the  closing  date  for  receipt  of  proposals  set  approximately  for  January  14,  1992.  All  responsible  sources 
may  submit  a proposal  that  will  be  considered  by  the  Agency.  Copies  of  the  MAA/RFP  may  be  obtained  by  sending 
a written  request  to: 

Contracting  Officer 

Contracts  Management  Branch,  DEA 

National  Institute  of  Neurological  Disorders  and  Stroke 
Federal  Building,  Room  901 
7550  Wisconsin  Avenue 
Bethesda,  MD  20892 

Attention:  MAA/RFP  No.  NIH-NINDS-92-06 
CHEMICAL  EFFECTS  IN  TRANSGENIC  HUMAN  CELLS 

RFP  AVAILABLE:  NIH-ES-92-15 
P.T.  34;  K.W.  0780015,  1002058 

National  Institute  of  Environmental  Health  Sciences 

The  National  Institute  of  Environmental  Health  Sciences  (NIEHS),  National  Institutes  of  Health  (NIH),  is 
soliciting  proposals  from  offerors  having  the  capability  to  develop  cultured  human  cell  systems  through  the 
transduction  of  specific  genes  so  that  the  effects  of  the  transduced  genes  on  cellular  properties  can  be  studied 
and  the  resulting  phenotypes  used  to  measure  and  better  understand  chemically  induced  effects.  Genes  derived 
from  human  tissues  must  receive  consideration.  The  first  phase  will  be  to  characterize  various  transgenic  human 
cell  lines  for  various  phenotypic  properties.  The  goal  of  this  phase  is  the  selection  of  appropriate  subclones 
to  be  further  studied  by  selected  chemical  exposures.  The  second  phase  shall  be  to  use  selected  chemicals  to 
modulate  the  effects  of  the  transgene  on  cell  growth  characteristics,  phenotypic  and  genomic  stability,  gene 
expression,  transformation,  tumorigenici ty,  or  other  parameters  related  to  neoplastic  progression  and 
sensitivity  to  chemical  toxicity  transformation.  The  Government  estimates  the  level  of  effort  to  perform  this 
requirement  to  be  approximately  4.124  person  years  per  year.  It  is  anticipated  that  one  contract  will  be 
awarded  for  a 12-month  period  starting  approximately  May  1,  1991,  with  five  one-year  options.  Issuance  of  the 
Request  for  Proposals  (RFP)  is  estimated  to  be  November  12,  1991  with  responses  due  by  December  31,  1991. 

Requests  for  a copy  of  the  RFP  must  reference  RFP  NIH-ES-92-15  and  must  be  sent  to: 

National  Institute  of  Environmental  Health  Sciences 
Contracts  and  Procurement  Management  Branch,  OM 
ATTN:  Jo  Ann  Lewis 

79  T.W.  Alexander  Drive,  4401  Building 
P.0.  Box  12874 

Research  Triangle  Park,  NC  27709 
FAX:  (919)  541-2712 

ENHANCING  VACCINE  IMHUNOGENICITY 

RFA  AVAILABLE:  AI-92-02 
P.T.  34;  K.W.  0740075,  0710065 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date:  December  30,  1991 
Application  Receipt  Date:  February  24,  1992 

PURPOSE 

The  National  Institute  of  Allergy  and  Infectious  Diseases  (NIAID)  announces  the  availability  of  a Request  for 
Applications  (RFA)  for  innovative  preclinical  research  on  efficient  methods  to  increase  the  immunogenicity  of 
vaccines  for  eventual  human  use. 
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ELIGIBILITY  REQUIREMENTS 


Universities,  medical  colleges,  hospitals,  public  and  private  institutions,  and  non-profit  and  for-profit 
organizations  are  eligible.  Awards  to  foreign  institutions  under  this  request  will  be  made  only  for  research 
of  unusually  high  merit,  need,  and  promise,  and  in  accordance  with  Public  Health  Service  policy  governing  such 
awards.  Applications  from  minority  investigators  and  women  are  encouraged. 

BACKGROUND 

Developing  and  testing  vaccines  is  a major  component  of  research  supported  by  the  NIAID.  This  effort  supports 
a wide  spectrum  of  research  from  basic  molecular,  biologic,  and  immunologic  studies  through  efficacy  trials  of 
candidate  vaccines  and  includes  research  on  vaccines  for  pertussis,  influenza,  Haemophilus  influenzae.  Neisseria 
meningitidis,  rotavirus,  Escherichia  co l i , Salmonella,  malaria,  and  other  diseases.  The  interest  of  the  NIAID 
in  these  areas  has  been  given  additional  impetus  by  of  the  recently  launched  international  effort  termed  the 
Children's  Vaccine  Initiative.  The  focus  of  this  effort  is  on  developing  improved  vaccines  that  can  be  used 
ultimately  to  decrease  the  number  of  clinic  visits  that  a child  requires  before  he/she  is  adequately  immunized 
against  a variety  of  infectious  diseases.  In  some  cases,  this  will  require  that  new  vaccines  be  developed,  but, 
in  other  cases,  it  is  possible  that  existing  vaccines  could  be  either  reformulated  or  modified  to  make  them  more 
immunogenic. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Enhancing  Vaccine 
Immunogenici ty,  is  related  to  the  priority  area  of  immunization  and  infectious  diseases.  Potential  applicants 
may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001 -00473- 1 ) through  the  Superintendent  of  Documents,  Government  Printing 
Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

RESEARCH  GOALS  AND  SCOPE 


The  purpose  of  this  RFA  is  to  stimulate  innovative  preclinical  research  on  methods  to  increase  the 
immunogenicity  of  existing  and  candidate  vaccines  for  human  use.  The  major  emphasis  will  be  on  safe  and 
efficient  methods  to  enhance  protective  immune  responses  against  a wide  variety  of  infectious  diseases  of 
interest  to  the  NIAID.  These  include,  but  are  not  limited  to,  pertussis,  bacterial  meningitis,  bacterial  and 
viral  diarrheas,  acute  respiratory  infections,  sexually  transmitted  diseases,  and  malaria.  (Research  on 
vaccines  against  the  Human  Immunodeficiency  Virus  (HIV)  and  related  viruses  will  not  be  considered  under  this 
initiative. ) 


Because  of  the  emphasis  on  inducing  high-quality  protective  immune  responses,  research  using  experimental 
challenge  studies  in  relevant  animal  models  will  be  encouraged.  Alternatively,  immunization  strategies  for 
diseases  for  which  established  correlates  of  immunity  exist  (e.g.,  serum  antibodies  to  Haemophilus  influenzae 
capsule  after  immunization  with  conjugate  vaccines)  can  also  be  proposed.  The  most  important  consideration  will 
be  the  relevance  of  these  studies  for  protection  against  human  disease. 


Applications  to  test  innovative  immunization  strategies,  such  as  the  use  of  yeast  Ty  elements  or  hepatitis  B 
virus  core-antigen  fusion  proteins,  are  strongly  encouraged,  as  are  other  types  of  novel  conjugate  vaccines  that 
offer  an  improvement  over  existing  or  candidate  vaccines.  Applications  to  test  vaccine  vectors  (e.g., 
Salmonella,  adenovirus,  or  BCG  expressing  heterologous  antigens),  in  the  context  of  enhancing  immune  responses 
to  target  antigens,  will  also  be  considered;  however,  applications  to  construct  such  vectors  will  not  be 
considered.  Again,  the  long-term  goal  is  to  develop  vaccine  candidates  that  warrant  eventual  study  in  humans. 

MECHANISM  OF  SUPPORT 


The  support  mechanism  for  this  program  will  be  the  traditional  individual  research  grant  (R01).  Responsibility 
for  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the  applicant. 

The  NIAID  anticipates  making  five  to  seven  awards,  totaling  $1,000,000,  as  a result  of  this  request.  However, 
the  number  of  awards  to  be  made  is  dependent  upon  receipt  of  a sufficient  number  of  applications  with  high 
scientific  merit  and  programmatic  relevance  and  upon  the  availability  of  funds.  If  appropriate,  collaboration 
with  other  investigators  or  institutions  is  encouraged.  It  is  expected  that  the  initial  year  award  for 
successful  applications  will  be  in  the  range  of  $125,000  to  $200,000  in  total  (direct  plus  indirect)  costs  for 
each  award,  although  individual  awards  may  be  slightly  higher  or  lower.  Awards  will  be  made  for  a project 
period  of  up  to  four  years.  (Awards  to  foreign  applicant  institutions  will  be  limited  to  three  years  and  will 
not  include  indirect  costs.)  The  earliest  possible  award  date  is  September  30,  1992. 

REVIEW  PROCEDURES  AND  CRITERIA 

Applications  will  be  received  by  the  NIH  Division  of  Research  Grants  (DRG).  Applications  will  be  reviewed  by 
NIAID  staff  to  determine  administrative  and  programmatic  responsiveness  to  this  RFA;  those  judged  to  be 
non- responsive  will  be  returned  to  the  applicant  without  review.  By  mutual  agreement  between  the  applicant  and 
NIAID  staff,  a non- responsi ve  application  may  also  be  retained  at  NIH  and  processed  as  an  unsolicited  R01 
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application  for  the  next  review  cycle. 


Those  applications  considered  responsive  to  the  RFA  may  be  subjected  to  a triage  review  by  an  N I A I D peer  review 
group,  before  or  during  the  initial  review  committee  meeting,  to  determine  competitiveness  relative  to  the  other 
applications  in  response  to  the  RFA.  The  NIAID  will  withdraw  from  further  competition  those  applications  judged 
by  the  triage  peer  review  group  to  be  noncompetitive  for  award  and  will  notify  the  applicant  Principal 
Investigator  and  the  institutional  business  official. 

Those  applications  judged  to  be  competitive  will  be  reviewed  for  scientific  and  technical  merit  by  a review 
committee  convened  by  the  Division  of  Extramural  Activities,  NIAID,  during  June  1992.  The  second  level  of 
review  will  be  provided  by  the  National  Advisory  Allergy  and  Infectious  Diseases  Council  in  September  1992. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  kit  (revised  10/88)  must  be  used  in  applying  for  these  grants. 
These  forms  are  available  at  most  institutional  business  offices  and  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Room  449,  Westwood  Building,  5333  Westbard  Avenue, 
Bethesda,  MD  20892,  telephone  301/496-7441. 

Applications  must  be  received  by  February  24,  1992.  Applications  received  after  the  above  date  will  be  returned 
without  review.  If  the  application  submitted  in  response  to  this  RFA  is  substantially  similar  to  a grant 
application  already  submitted  to  the  NIH  for  review,  but  has  not  yet  been  reviewed,  the  applicant  will  be  asked 
to  withdraw  either  the  pending  application  or  the  new  one.  Simultaneous  submission  of  identical  applications 
will  not  be  allowed,  nor  will  essentially  identical  applications  be  reviewed  by  different  review  committees. 
An  application  cannot  be  submitted  in  response  to  this  RFA  that  is  essentially  identical  to  one  that  has  already 
been  reviewed.  This  does  not  preclude  the  submission  of  substantial  revision(s)  of  an  application  already 
reviewed,  but  such  applications  must  include  an  introduction  addressing  the  previous  critique. 

Letter  of  intent:  Prospective  applicants  are  asked  to  submit  a letter  of  intent  by  December  30,  1991.  This 
letter  is  to  include  the  name  of  the  institution,  any  other  participating  institutions,  the  Principal 
Investigator  and  other  key  investigators,  and  a descriptive  title.  A letter  of  intent  is  not  binding  and  will 
not  enter  into  the  review  of  any  application  subsequently  submitted,  nor  is  it  a necessary  requirement  for 
application.  Letters  of  intent  are  requested  solely  for  review  planning  purposes.  NIAID  staff  will  not  provide 
responses  to  such  letters.  Letters  of  intent  are  to  be  sent  to: 

Dr.  Olivia  T.  Preble 

Chief,  Microbiology  and  Immunology  Review  Section 
Scientific  Review  Branch 

National  Institute  of  Allergy  and  Infectious  Diseases 
Control  Data  Building,  Room  4C-20 
6003  Executive  Blvd. 

Rockville,  MD  20852 
Telephone:  (301)  496-8208 

The  RFA  may  be  obtained  from: 

Dr.  Dale  R.  Spriggs 
Enteric  Diseases  Branch 

Division  of  Microbiology  and  Infectious  Diseases 
National  Institute  of  Allergy  and  Infectious  Diseases 
Control  Data  Building,  Room  3A-05 
6003  Executive  Blvd. 

Rockville,  MD  20852 
Telephone:  (301)  496-7051 

For  fiscal  and  administrative  matters,  contact: 

Mrs.  Barbara  Huffman 

Microbiology  and  Infectious  Diseases  Grants  Management  Section 
Division  of  Extramural  Activities 
Control  Data  Building,  Room  4B-35 
6003  Executive  Blvd. 

Rockville,  MD  20852 
Telephone:  (301)  496-7075 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.856  - Microbiology  and  Infectious 
Disease  Research.  Grants  are  awarded  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV,  Section 
301  as  amended,  Public  Law  78-410;  Public  Law  97-219;  Public  Law  99-158;  Public  Law  99-500;  and  Report  99-711 
to  accompany  HR  5233  and  administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  52  and  45  CFR 
Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or 
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Health  Systems  Agency  review. 

CLINICAL  RESEARCH  OH  BEHIGH  PROSTATIC  HYPERPLASIA  (BPH)  AMD  CHRONIC  PROSTATITIS 


RFA  AVAILABLE:  DK-92-12 

P.T.  34;  K.U.  0715105,  0785035,  0765033,  0745020 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  December  1,  1991 
Application  Receipt  Date:  February  11,  1992 

PURPOSE 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD)  of  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  (NIDDK)  announces  the  availability  of  the  above- referenced  Request  for 
Applications  (RFA).  This  RFA  invites  new  and  experienced  investigators  to  submit  research  grant  applications 
that  will  investigate  the  clinical  aspects  of  two  of  the  major  diseases  of  the  prostate:  benign  prostatic 
hyperplasia  (BPH)  and  chronic  prostatitis.  The  purpose  of  this  RFA  is  to  increase  the  knowledge  of  the  clinical 
pathogenesis  of  these  diseases,  investigate  the  interrelationship  between  these  two  diseases,  and  explore  new 
and  unique  techniques  for  early  detection,  genetic  predilection,  and  more  accurate  assessment  of  the  growth  and 
severity  of  these  diseases. 

BACKGROUND 

BPH  is  a major  cause  of  morbidity  in  the  adult  male.  Surgical  intervention  still  remains  the  most  effective 
therapy  for  obliteration  of  the  enlarged  portion  of  the  gland.  The  following  aspects  of  the  disorder  remain 
to  be  explored:  preventing  the  onset  of  hyperplastic  growth,  predicting  who  will  develop  symptomatic  BPH  and 
at  what  rate  established  BPH  will  increase,  determining  whether  or  not  there  are  genetic  or  racial  differences 
in  onset  and  growth,  and  determining  whether  or  not  systemic  diseases  such  as  diabetes  mellitus  have  any  effect 
on  the  development  of  BPH. 

Chronic  abacterial  prostatitis  remains  a clinical  enigma.  There  have  been  very  few  studies  that  define  its 
pathogenesis,  natural  history,  and  interrelationship  with  the  development  of  BPH,  and  any  racial  or  genetic 
differences  in  onset  and  pathology. 

RESEARCH  GOALS  AND  SCOPE 

The  overall  goal  of  this  request  is  to  increase  the  amount  of  clinical  research  on  the  pathology  and 
pathogenesis  of  BPH  and  chronic  abacterial  prostatitis.  Clinical  research  is  defined,  for  the  purposes  of  this 
RFA,  as  research  that  involves  human  subjects  and/or  specimens  from  human  subjects.  This  does  not  exclude  the 
use  of  non-human  disease  models  such  as  animal  or  cell/tissue  cultures  for  comparison  with  human  clinical 
pathology. 

Areas  that  might  be  investigated  include,  but  are  not  limited  to:  non-steroidal  testicular  factors  involved 
in  the  pathogenesis  of  BPH;  serum  markers  that  can  quantify  the  onset  and  progression  of  BPH;  growth  hormones, 
interleukins,  immunomodulators,  in  BPH;  diagnostic  techniques  that  will  predict  the  development  of  symptoms  in 
the  asymptomatic  male  with  BPH;  cellular  interactions  between  BPH  tissue  and  tissue  with  chronic  prostatitis; 
the  role  of  urinary  glycoproteins  in  the  pathogenesis  of  chronic  prostatitis  and  BPH;  insights  into  the  bladder 
dysfunction  associated  with  BPH  and  with  chronic  prostatitis;  and  seminal  fluid  markers  of  men  with  BPH  and  with 
chronic  prostatitis;  racial  differences  in  BPH  and  chronic  prostatitis. 

Topics  that  are  NOT  INCLUDED  IN  THE  SCOPE  OF  THIS  RFA  include  all  those  that  solely  examine  treatment  modalities 
and  outcomes  of  treatment.  However,  applications  that  include  a therapeutic  intervention  as  a means  to  study 
the  pathology  and  pathogenesis  of  a disease  are  acceptable.  Research  that  utilizes  malignant  animal  tumor 
models  or  cancer-derived  cell/tissue  cultures  as  a model  for  studies  on  benign  diseases  will  not  be  funded 
through  this  RFA. 

INCLUSION  OF  MINORITIES  IN  CLINICAL  RESEARCH  INVESTIGATIONS 

Special  attention  must  be  given  to  the  inclusion  of  minorities  in  the  clinical  study  populations.  If  minorities 
are  not  included  in  the  clinical  study  populations,  a specific  justification  for  this  exclusion  must  be 
provided.  Applications  that  do  not  document  the  inclusion  of  minorities  in  the  study  will  not  be  accepted  for 
review. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit,  public  and  private 
organizations,  such  as  universities,  colleges,  hospitals,  laboratories,  and  eligible  agencies  of  the  Federal 
Government.  Applications  from  minority  individuals  and  from  women  are  especially  encouraged. 
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MECHANISM  OF  SUPPORT 


Support  for  this  program  will  be  through  the  traditional  investigator-initiated  research  grant  (R01).  The 
regulations  and  policies  that  govern  the  research  programs  of  the  National  Institutes  of  Health  will  prevail. 
Support  will  be  provided  for  up  to  five  years  (renewable  for  subsequent  periods)  subject  to  the  availability 
of  funds  and  progress  achieved. 

FUNDS  AVAILABLE 

For  FY  1992,  $1.5  million  in  total  costs  per  year  will  be  committed  to  fund  applications  submitted  in  response 
to  this  RFA . It  is  anticipated  that  six  to  eight  awards  will  be  made.  Applicants  must  limit  the  budget 
requests  to  no  more  than  $160,000  in  direct  costs  for  the  first  year. 

REVIEW  PROCEDURES 

Applications  received  in  response  to  this  RFA  will  first  be  reviewed  for  scientific  and  technical  merit  by  an 
Initial  Review  Group  convened  by  the  Review  Branch,  Division  of  Extramural  Program  Activities,  NIDDK.  A 
secondary  review  for  policy  and  program  relevance  to  the  NIDDK  mission  will  be  made  by  the  National  Diabetes 
and  Digestive  and  Kidney  Diseases  Advisory  Council. 

APPLICATION  PROCEDURES 

Applications  must  be  submitted  using  form  PHS  398  (rev.  10/88),  available  in  the  business  or  grants  offices  of 
most  academic  or  research  institutions  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants, 
National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone  301/496-7441. 

Applications  must  be  received  by  the  Division  of  Research  Grants  by  close  of  business  on  February  11,  1992. 
Detailed  instructions  on  submission  procedures  are  described  in  the  RFA. 


LETTER  OF  INTENT 

Prospective  applicants  are  asked  to  submit  by  December  1,  1991,  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research,  the  name  and  address  of  the  Principal  Investigator,  the  names  of  key  personnel, 
the  participating  institutions,  and  the  number  and  title  of  the  RFA  to  which  the  applicant  is  responding.  Such 
letters  are  requested  for  the  purpose  of  obtaining  an  indication  of  the  number  and  scope  of  applications  to  be 
received.  The  letter  is  not  binding,  is  not  a requirement  for  submission,  and  does  not  enter  into  the  review 
of  the  application.  The  letter  of  intent  is  to  be  sent  to: 

Robert  Hammond,  Ph.D. 

Chief,  Review  Branch 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

National  Institutes  of  Health 

Uestwood  Building,  Room  603 

Bethesda,  MD  20892 

FAX:  (301)  402-1277 

INQUIRIES 

It  is  IMPERATIVE  that  the  RFA  be  obtained  by  all  prospective  applicants  prior  to  developing  an  application. 
Requests  for  the  RFA  and  any  other  inquiries  regarding  it  may  be  directed  to: 

Leroy  M.  Nyberg,  Jr.,  Ph.D.,  M.D . 

Director,  Urology  Program,  DKUHD 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A-05 

Bethesda,  MD  20892 

Telephone:  (301)  496-7133 

FAX:  (301)  496-9721 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849.  Awards  will  be  made  under 
the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  and  Section  431  (b)  (Public  Law  78-410, 
as  amended:  42  USC  241  and  42  USC  285c-5)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  Part  52  and  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 
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ALZHEIMER'S  AMYLOID  BETA  PROTEIN  PRECURSOR  IN  HEMOSTASIS  AND  THROMBOSIS 


RFA  AVAILABLE:  HL-92-05-B 


P.T.  34;  K.W.  0715180,  0715040,  1002008,  0755030 


National  Heart,  Lung,  and  Blood  Institute 
National  Institute  on  Aging 


Letter  of  Intent  Receipt  Date:  February  15,  1992 
Application  Receipt  Date:  March  16,  1992 

PURPOSE 


The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  and  the  National  Inst 
availability  of  a Request  for  Applications  (RFA)  on  the  above  subject.  The 
encourage  research  on  the  biochemistry  and  molecular  biology  of  the  beta 
emphasis  of  this  research  is  on  the  possible  involvement  of  this  protein  i 
hemostasis  and  thrombosis.  It  is  hoped  that  the  information  generated  will 
pathology  of  Alzheimer's  disease  and  Down's  syndrome. 


itute  on  Aging  (NIA)  announce  the 
purpose  of  this  initiative  is  to 
amyloid  precursor  protein.  The 
n the  function  or  dysfunction  in 
help  to  understand  the  molecular 


HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Alzheimer's  Amyloid 
Beta  Protein  Precursor  in  Hemostasis  and  Thrombosis,  is  related  to  the  priority  areas  of  thrombosis,  and 
alzheimer's  disease.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No. 
017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

All  public  and  private,  for-profit  and  non-profit,  institutions  and  organizations  are  eligible  to  apply  in 
response  to  this  RFA.  Awards  in  connection  with  this  announcement  will  be  made  to  foreign  institutions  only 
for  research  of  very  unusual  merit,  need,  and  promise,  and  in  accordance  with  Public  Health  Service  policy 
governing  such  awards. 

MECHANISM  OF  SUPPORT 

The  support  mechanism  for  this  program  will  be  the  traditional  individual  research  project  grant  (R01). 
Although  approximately  S2.5  million  in  total  costs  for  this  program  is  included  in  the  financial  plans  for 
fiscal  year  1992,  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  receipt  of  funds  for  this  purpose. 
It  is  anticipated  that  12  grants  will  be  awarded  under  this  program.  The  specific  number  to  be  funded,  however, 
will  depend  on  the  merit  and  scope  of  the  applications  received  and  the  availability  of  funds. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 


For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

METHOD  OF  APPLYING 

Letter  of  Intent:  Prospective  applicants  are  requested  to  submit  a letter  of  intent  that  includes  a descriptive 
title  of  the  proposed  research  and  identification  of  any  other  participating  institutions.  Such  letters  are 
requested  only  for  the  purpose  of  providing  an  indication  of  the  number  and  scope  of  applications  to  be 
received;  therefore  their  receipt  is  usually  not  acknowledged.  A letter  of  intent  is  not  binding,  and  it  will 
not  enter  into  the  review  of  any  application  subsequently  submitted,  nor  is  it  a necessary  requirement  for 
application.  This  letter  of  intent,  is  to  be  received  by  February  15,  1992,  is  to  be  sent  to: 

Dr.  Charles  L.  Turbyfill 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

National  Institutes  of  Health 

Westwood  Building,  Room  553 

Bethesda,  MD  20892 

Format  for  Applications:  Applications  should  be  submitted  on  the  research  grant  application  form  PHS  398  (rev. 
10/88).  This  form  is  available  in  an  applicant  institution's  office  of  sponsored  research  or  business  office 
and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Room  449, 
5333  Westbard  Avenue,  Bethesda,  MD  20892,  telephone  301/496-7441. 
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Application  Receipt  Date:  March  16,  1992 
REVIEW  PROCEDURES 

Upon  receipt,  applications  will  be  reviewed  for  their  responsiveness  to  the  objectives  of  this  RFA.  If  an 
application  is  judged  unresponsive,  the  application  will  be  returned  to  the  applicant. 

Applications  judged  to  be  responsive  will  be  reviewed  for  scientific  and  technical  merit  by  an  initial  review 
group  that  will  be  convened  by  the  Division  of  Extramural  Affairs,  NHLBI,  solely  to  review  these  applications. 

This  initial  review  will  include  a preliminary  evaluation  to  determine  competitiveness  relative  to  the  other 
applications  received  in  response  to  the  RFA  (triage);  the  N I H will  withdraw  from  further  consideration  those 
applications  judged  to  be  noncompetitive  and  promptly  notify  the  Principal  Investigator/program  director  and 
the  official  signing  for  the  applicant  organization.  Those  applications  judged  to  be  competitive  will  be 
further  evaluated  for  scientif ic/technical  merit  by  the  customary  peer  review  procedures. 

INQUIRIES 

Inquiries  regarding  this  program  and  requests  for  the  RFA  may  be  addressed  to  either  program  administrator: 
Dr.  Pankaj  Ganguly 

Division  of  Blood  Diseases  and  Resources 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  5A12 

Bethesda,  MD  20892 

Telephone:  (301)  402-2237 

FAX:  (301)  496-9940 

Dr.  Carl  D.  Banner 

Neuroscience  and  Neuropsychology  of  Aging  Program 

National  Institute  on  Aging 

Building  31,  Room  5C35 

Bethesda,  MD  20892 

Telephone:  (301)  496-9350 

FAX:  (301)  496-1494 

For  fiscal  and  administrative  matters,  contact  either: 

Ms.  Jane  R.  Davis 

Chief,  Blood  Division  Grants  Management  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A11 

Bethesda,  MD  20892 

Telephone:  (301)  496-725 7 

Mr.  Joseph  Ellis 
Grants  Management  Officer 
Office  of  Extramural  Affairs 
National  Institute  on  Aging 
Building  31,  Room  5C07 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 

The  programs  of  the  Division  of  Blood  Diseases  and  Resources,  NHLBI,  and  the  Neuroscience  and  Neuropsychology 
of  Aging  Program,  NIA,  are  described  in  the  Catalog  of  Federal  Domestic  Assistance  numbers  93.839  and  93.866 
respectively.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC 
241)  and  administered  under  PHS  grants  policies  and  Federal  regulations,  most  specifically  42  CFR  Part  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372,  or  to  Health  Systems  Agency  Review. 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM 
STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS 
WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR  SHOWING  A STREET 
ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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NOTICES 

NATIONAL  WORKSHOPS  ON  THE  PROTECTION  OF  HUMAN  SUBJECTS 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  sponsoring  a series  of 
workshops  on  the  responsibilities  of  researchers,  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest 
in  research  involving  human  subjects.  The  meetings  should  be  of  special  interest  to  those  persons  currently 
serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these  workshops  are  relevant  to 
all  other  Public  Health  Service  agencies.  The  current  schedule  includes  the  following: 

WEST  COAST  WORKSHOP 

DATES:  January  23  and  24,  1992  (REVISED  DATES) 

WORKSHOP  SITE:  Los  Angeles,  CA 

SPONSORS:  University  of  Southern  California 
Los  Angeles,  CA  90089-4014 

California  State  University  - Los  Angeles 
5151  State  University  Drive 
Los  Angeles,  CA  90032-8202 
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REGISTRATION  CONTACT: 

Ms.  Li ly  Patterson 

Assistant  to  the  Director 

Research  and  Sponsored  Programs 

California  State  University  - Los  Angeles 

5151  State  University  Drive 

Los  Angeles,  CA  90032-8202 

Telephone:  (213)  343-3820 

TOPIC:  Whose  Research  is  it  Anyway?  A Workshop  on  the  Protection  of  Human  Subjects  in  Research 

For  further  information  regarding  these  workshops  and  future  NIH/FDA  National  Protection  of  Human  Subjects 
Workshops,  please  contact: 

Ms.  Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockville  Pike 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

CLOSED  LOOP  CONTROL  OF  FUNCTIONAL  NEUROMUSCULAR  STIMULATION 

RFP  AVAILABLE:  NI H - N I NDS - 92 - 0 1 

P.T.  34;  K.W.  0745047,  0740050,  0706040,  0715140 

National  Institute  of  Neurological  Disorders  and  Stroke 

The  Neural  Prosthesis  Program  of  the  National  Institute  of  Neurological  Disorders  and  Stroke  (NINDS),  NIH,  is 
developing  neural  prostheses  based  on  functional  neuromuscular  stimulation  ( FNS)  for  the  restoration  of 
quadriplegic  individuals.  The  principal  goal  of  the  proposed  project  is  to  enhance  the  utility  of  FNS  systems 
for  hand  grasp.  Specific  tasks  include:  developing  and  evaluating  closed-loop  FNS  systems  for  hand  grasp 
utilizing  external  force  and  position  integrating  FNS  wrist  stabilization,  FNS  elbow  control  and  surgical 
procedures  such  as  tendon  transfer  and  arthrodesis  with  an  FNS  hand  grasp  system;  developing  a biomechanical 
model  of  the  hand  for  use  in  evaluating  advanced  FNS  systems;  and  investigating  new  techniques  for  programming 
of  FNS  systems  and  for  selection  of  electrode  sites.  A research  team  with  experience  in  neural  prostheses, 
spinal  cord  rehabilitation,  hand  surgery,  control  theory,  biomechanics  and  physiology  will  be  required  to 
successfully  conduct  this  research.  It  is  anticipated  that  one  award  will  be  made  for  a period  of  three  years 
in  August  1992. 

This  is  not  a Request  for  Proposals  (RFP).  To  receive  a copy  of  the  RFP,  submit  a written  request  to  the 
following  address,  and  supply  this  office  with  two  self-addressed  mailing  labels.  All  responsible  sources  shall 
be  considered  by  the  agency.  The  RFP  will  be  issued  on  or  about  November  15,  1991,  with  proposals  due  on 
January  14,  1992. 

Contracting  Officer 

Contracts  Management  Branch,  DEA 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  901 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Attention:  RFP  No.  N I H - N I NDS -92- 01 

DEVELOPMENT  AND  TESTING  OF  NEW  SPERMICIDES 

RFP  AVAILABLE:  NICHD-BAA-92-6 
P.T.  34;  K.W.  0750020,  0715182 

National  Institute  of  Child  Health  and  Human  Development 

The  Contraceptive  Development  Branch  of  the  Center  for  Population  Research,  National  Institute  of  Child  Health 
and  Human  Development  (NICHD),  has  a requirement  to  develop  new  spermicidal  products  that  will  incorporate 
either  new  spermicidal  drugs  or  new  formulations  of  existing  drugs.  The  products  must  be  developed  as  single 
dose  units.  The  desired  characteristics  of  the  final  product  should  include:  (1)  high  contraceptive 

effectiveness,  together  with  the  ability  to  protect  the  user  against  STDs;  (2)  employ  vehicles  for  rapid 
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spermicide  delivery;  (3)  can  protect  vaginal  and  cervical  epithelia  from  irritation;  and  (4)  are  long-acting 
after  a single  application.  Both  preclinical  and  clinical  studies  with  new  products  will  be  considered.  It 
is  anticipated  that  three  contract  awards  will  be  made  for  a maximum  period  of  four  years  each,  depending  upon 
the  nature  and  complexity  of  the  proposed  research. 

This  announcement  is  not  a Request  for  Proposals  (RFP).  The  RFP  will  be  issued  on  or  about  November  15,  1991. 
Proposals  will  be  due  approximately  four  months  thereafter.  Copies  of  the  RFP  may  be  obtained  by  sending 
written  requests  with  a self-addressed  label  to: 

Paul  J.  Duska,  Contracting  Officer 
Contracts  Management  Branch,  OGC 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  610 

9000  Rockville  Pike 

Bethesda,  MD  20892 

FAX:  (301)  402-0915 

GHP  FORMULATION  OF  PEPTIDE  T 

SOURCES  SOUGHT 

P.T.  34;  K.W.  0740021,  0755010 
National  Institute  of  Mental  Health 

The  National  Institute  of  Mental  Health  (NIMH)  is  currently  involved  in  the  clinical  testing  of  Peptide  T.  The 
NIMH  is  seeking  a contractor  capable  of  formulating  and  producing  dosage  forms,  carrying  out  quality  control 
and  stability  tests,  packaging,  labeling,  storage  and  shipment  of  products,  and  preparing  documentation.  The 
data  prepared  must  be  adequate  to  support  chemistry  requirements  of  Investigational  New  Drug  or  New  Drug 
Applications  submitted  by  NIMH  or  NIMH-supported  investigators  to  the  Food  & Drug  Administration.  The  dosage 
form  to  be  produced  includes  intranasal  formulations  and  will  involve  compounding,  sterilizing,  and  safety 
testing  bulk  pyrogen-free  aqueous  solutions  according  to  standardized  pharmaceutical  formulations  and  USP 
methods  and  the  FDA  Good  Manufacturing  Procedures  (GMP).  The  NIMH  will  provide  bulk  drug  substances,  assay 
methodology,  and  reference  standards.  The  contractor  must  provide  washed  and  sterilized  containers  (capable 
of  administering  metered  doses  of  intranasal  solution)  to  be  filled  with  20  ml  of  sterilized  peptide  solution, 
cap,  label,  and  package  according  to  specifications  provided  by  the  Government,  and  refrigerate.  The  contractor 
shall  be  responsible  for  sterility  and  bioburden  testing,  HPLC  analysis,  storage,  and  shipping  of  the  final 
product.  The  work  requires  that  the  contractor's  facility  be  maintained  in  accordance  with  FDA  prescribed 
Current  Good  Manufacturing  and  Laboratory  Practices.  It  is  anticipated  that  the  NIMH  may  solicit  proposals  at 
a later  date  for  preparation  of  approximately  10,000  vials. 

Interested  parties  may  submit  a capability  statement  that  describes  the  GMP  facilities,  technical  expertise  to 
provide  the  above  services,  and  expected  timeframe  for  completion  of  services.  Interested  parties  are  requested 
to  respond  within  21  days  of  the  date  of  this  announcement  to: 

LouEl len  M.  Rice 
Contracting  Officer 
Contracts  Management  Branch 
National  Institute  of  Mental  Health 
5600  Fishers  Lane,  Room  7C-18 
Rockville,  MD  20857 

BASIC  RESEARCH  ON  GROUTH  REGULATION  IN  BENIGN  PROSTATIC  HYPERPLASIA 

RFA  AVAILABLE:  DK-92-13 

P.T.  34;  K.W.  0715105,  0760020,  0765015,  1002004,  1002008 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  November  30,  1991 
Application  Receipt  Date:  February  18,  1992 

PURPOSE 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD)  of  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  (NIDDK)  announces  the  availability  of  a Request  for  Applications  (RFA)  from  new 
and  experienced  investigators  for  research  that  will  utilize  state-of-the-art  cellular,  molecular,  and  genetic 
techniques  to  elucidate  the  features  of  prostate  growth  regulation  that  are  unique  to  the  development  of  benign 
prostatic  hyperplasia  (BPH) . The  purpose  of  this  RFA  is  to  gain  new  insights  into  the  factors  that  initiate 
and  regulate  benign  hyperplastic  growth  in  normal  prostatic  tissues.  The  utilization  of  transgenic  animal 
models  and  cell  and  tissue  cultures  that  display  the  features  of  human  BPH  is  encouraged  in  this  RFA. 
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BACKGROUND 


BPH  is  a major  cause  of  morbidity  in  the  adult  male.  The  diagnosis  and  treatment  of  this  disorder  contributes 
significantly  to  health  care  expenditures  worldwide.  The  spontaneous  initiation  of  the  benign  hyperplastic 
growth  of  the  mature  prostate  gland  is  a clinical  event  that  is  unique  to  primates  and  a few  other  animals. 
Although  it  has  been  amply  demonstrated  that  normal  and  abnormal  prostate  growth  is  dependant  on  the  presence 
of  androgens,  the  factors  that  initiate  and  regulate  the  benign  hyperplastic  growth  of  the  mature  prostate  have 
not  been  adequately  elucidated. 

RESEARCH  GOALS  AND  SCOPE 

The  overall  goal  of  this  request  is  to  increase  the  knowledge  of  the  initiation  and  regulation  of  the  growth 
of  the  prostate  gland  as  it  applies  to  the  development  of  BPH. 

The  purpose  of  this  RFA  is  to  fund  investigators  who  use  techniques  and  models  to  go  beyond  the  normal  endocrine 
regulatory  mechanisms  already  demonstrated  for  prostate  growth  and  look  at  the  role  of  such  factors  as  peptide 
growth  factors,  interleukins,  oncogenes,  col lagen  synthesis,  calmodulin,  extracellular  matrix,  apoptosis,  and 
inflammatory  mediators,  in  the  initiation  and  regulation  of  benign  hyperplastic  prostate  growth.  Applications 
are  not  limited  to  the  aforementioned  factors  but  must  develop  innovative  approaches  using  proven  findings  from 
other  spontaneous  hyperplastic  disorders  such  as  keloids,  adrenal  hyperplasia,  tissue  regeneration,  and 
mesangial  cell  hyperplasia. 

A major  goal  of  this  initiative  is  to  foster  extensive  collaboration  between  the  various  disciplines  of  the 
basic  sciences  including  biochemistry,  cellular  biology,  embryology,  endocrinology,  molecular  genetics, 
immunology,  pharmacology  and  physiology  and  research  disciplines  in  the  clinical  sciences  such  as  dermatology, 
nephrology,  and  endocrinology,  in  developing  new  models  for  investigating  the  basic  science  aspects  of  this 
significant  clinical  problem. 

It  is  not  the  intent  of  this  initiative  to  fund  projects  that  will  elucidate  solely  the  structure  of  steroid 
hormone  receptors  in  the  prostate  cell  or  further  characterize  only  the  role  of  the  sex  hormones  in  prostate 
growth.  APPLICATIONS  THAT  UTILIZE  MALIGNANT  CELL  LINES  OR  CANCER  TUMOR  MODELS  TO  REPRESENT  NORMAL  OR  BENIGN 
HYPERPLASTIC  GROWTH  WILL  NOT  BE  FUNDED  BY  THIS  RFA. 

Applications  are  strongly  encouraged  that  investigate  the  interaction  of  the  known  promoters  and  regulators  of 
prostate  growth,  such  as  androgens,  with  other  factors  intrinsic  and  extrinsic  to  the  prostate  gland,  such  as 
growth  factors  and  interleukins. 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  non-profit,  public  and  private 
organizations,  such  as  universities,  colleges,  hospitals,  laboratories,  and  eligible  agencies  of  the  Federal 
Government.  Applications  from  minority  individuals  and  from  women  are  especially  encouraged. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  the  traditional  invest igator- ini t i ated  research  grant  (ROD.  The 
regulations  and  policies  that  govern  the  research  programs  of  the  National  Institutes  of  Health  will  prevail. 
Support  will  be  provided  for  up  to  five  years. 

FUNDS  AVAILABLE 

For  FY  1992,  $1.25  million  in  total  costs  per  year  will  be  committed  to  fund  applications  submitted  in  response 
to  this  RFA.  It  is  anticipated  that  five  to  seven  awards  will  be  made.  Applicants  must  limit  the  budget 
requests  to  no  more  than  $160,000  in  direct  costs  for  the  first  year. 

APPLICATION  PROCEDURES 

Applications  must  be  submitted  using  Form  PHS  398  (rev.  10/88),  available  in  the  business  or  grants  offices  of 
most  academic  or  research  institutions  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants, 
National  Institutes  of  Health,  Room  449,  5333  Uestbard  Avenue,  Bethesda,  MD  20892,  telephone  301/496-7441. 

Applications  must  be  received  by  close  of  business  on  February  18,  1992. 

Detailed  instructions  on  application  submission  are  described  in  the  RFA. 

REVIEW  PROCEDURES 

Applications  that  are  not  responsive  to  the  research  goals  and  scope  of  this  RFA  will  be  returned  to  the 
investigator.  Acceptable  applications  received  in  response  to  this  RFA  will  first  be  reviewed  for  scientific 
and  technical  merit  by  an  Initial  Review  Group  convened  by  the  Review  Branch,  Division  of  Extramural  Program 
Activities,  NIDDK.  A secondary  review  for  policy  and  program  relevance  to  the  NIDDK  mission  will  be  made  by 
the  National  Diabetes  and  Digestive  and  Kidney  Diseases  Advisory  Council. 
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INQUIRIES 


It  is  IMPERATIVE  that  the  RFA  be  obtained  by  all  prospective  applicants  prior  to  developing  an  application. 
Requests  for  the  RFA  and  any  other  inquiries  regarding  it  may  be  addressed  to: 

Leroy  M.  Nyberg,  Jr.,  Ph.D.,  M.D. 

Director,  Urology  Program,  DKUHD 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A-05 

Bethesda,  MD  20892 

Telephone:  (301)  496-7133 

FAX:  (301)  496-9721 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849.  Awards  will  be  made  under 
the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  and  Section  431  (b)  (Public  Law  78-410, 
as  amended:  42  USC  241  and  42  USC  285c-5)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  Part  52  and  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

SKIN  DISEASES  RESEARCH  CORE  CENTERS 

RFA  AVAILABLE:  AR-92-01 
P.T.  04;  K.W.  0715185,  0710030 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 

Application  Receipt  Date:  April  22,  1992 

BACKGROUND 

The  National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases  (NIAMS)  announces  the  availability 
of  a Request  for  Applications  (RFA)  for  research  core  centers  in  skin  diseases.  The  Skin  Diseases  Research  Core 
Centers  (SDRCs)  will  provide  the  resources  for  a number  of  established,  currently  funded  investigators,  often 
from  different  disciplines,  to  adopt  a multidisciplinary  approach  to  common  research  problems  in  skin  diseases 
and  to  ensure  greater  productivity  through  interaction  among  the  investigators  of  individually  funded  research 
projects.  New  research  directions  are  encouraged  through  a pilot  and  feasibility  component. 

RESEARCH  GOALS  AND  SCOPE 

Research  in  skin  diseases  is  at  a stage  where  broad  advances  can  be  effectively  fostered  by  research  core 
centers.  Examples  of  advances  include,  but  are  not  limited  to: 

o stratum  corneum:  biochemistry,  structure,  function 
o epidermis:  differentiation,  keratinization,  cellular  constituents 
o derma l -epidermal  junction:  structure,  functions,  diseases 
o skin  as  an  immunological  organ 
o autoimmune  skin  diseases 
o dermis:  structural  components,  diseases 

The  choice  of  research  problems  upon  which  the  SDRC  would  focus  is  made  by  the  Principal  Investigator  and 
collaborating  currently  funded  investigators. 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic,  nonprofit,  public  and  private  organizations,  such  as  universities, 
colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of  the  Federal 
government.  Applications  from  minority  individuals  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

The  SDRC  (P30)  is  a mechanism  for  integrating,  coordinating,  and  fostering  the  interdisciplinary  cooperation 
of  a group  of  established  investigators  conducting  programs  of  active,  high-quality  research  that  relate  to  a 
common  theme.  The  SDRC  provides  support  for: 

o Core  resources  and  facilities  to  be  used  by  investigators  of  individually  supported  research  projects  in 
order  to  enhance  and  coordinate  their  activities.  This  support  may  include  personnel,  equipment,  supplies, 
services,  and  facilities. 

o Limited  funds  for  pilot  and  feasibility  studies. 
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o Program  enrichment  activities. 


The  NIAMS  intends  to  fund  two  Skin  Disease  Research  Core  Centers  in  FY  92,  subject  to  the  availability  of 
resources  and  the  receipt  of  sufficiently  meritorious  applications,  each  with  a yearly  direct  cost  budget  of 
up  to  $400,000.  The  funding  period  is  five  years. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  GUIDELINES 

Applicants  must  contact  the  NIAMS  staff  for  the  detailed  guidelines  for  the  SDRC  grant  application. 
Applications  must  be  submitted  on  Form  PHS  398  (rev.  10/88),  which  is  available  in  the  institution's  business 
office  and  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Room 
449,  5333  Westbard  Avenue,  Bethesda,  MD  20892,  telephone  301/496-7441. 

All  PHS  and  NIH  grant  policies  governing  research  project  grants  apply  to  applications  received  in  response  to 
this  RFA. 

DEADLINES 

Letter  of  Intent  receipt  date: 

Application  receipt  date: 

Ad  Hoc  Study  Section  review: 

NIAMS  Advisory  Council  Review: 

Anticipated  award  date: 

INQUIRIES 

Further  information  on  the  program,  including  the  guidelines  for  the  Skin  Diseases  Research  Core  Centers,  may 
be  obtained  from: 

Julia  B.  Freeman,  Ph.D. 

Director,  Centers  Programs 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Uestwood  Building,  Room  403 
Bethesda,  MD  20892 
Telephone:  (301)  496-7495 

For  fiscal  and  administrative  matters,  contact: 

Mary  Graham 

Grants  Management  Specialist 

National  Institute  of  Arthritis  and  Musculoskeletal  and  Skin  Diseases 
Westwood  Building,  Room  403 
Bethesda,  MD  20892 
Telephone:  (301)  496-7495 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.846.  Grants  are  awarded  under 
the  authority  of  the  Public  Health  Service  Act,  Section  301  (42  USC  241)  and  administered  under  PHS  grants 
policies  and  Federal  Regulations,  most  specifically  at  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  review  by  a Health  Systems 
Agency. 

OBESITY/NUTRITION  RESEARCH  CENTERS 

RFA  AVAILABLE:  DK/HD-92-06 

P.T.  04;  K.W.  0715145,  0765020,  0710095,  0710030 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Institute  of  Child  Health  and  Human  Development 

Letter  of  Intent  Receipt  Date:  January  15,  1992 
Application  Receipt  Date:  March  25,  1992 


February  17,  1992 
April  22,  1992 
June/July  1992 
September  1992 
September  1992 
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PURPOSE 


The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK)  and  the  National  Institute  of  Child 
Health  and  Human  Development  (NICHD)  announce  the  availability  of  a Request  for  Applications  (RFA)  entitled 
"Obesity/Nutrition  Research  Centers"  for  conducting  basic  and  clinical  research  on  obesity  and  in  the  related 
fields  of  energy  metabolism,  body  composition,  satiety,  adipocyte  metabolism,  eating  disorders,  and  weight 
management.  These  centers  will  be  awarded  in  Fiscal  Year  1992.  The  award  of  three  Obesity/Nutrition  Research 
Centers  by  NIDDK  and  one  Obesity/Nutrition  Research  Center  by  NICHD  is  anticipated. 

OBJECTIVE  AND  SCOPE 

The  objectives  of  the  Core  Center  are  to  encourage  a multidisciplinary  approach  to  research  in  the  nutritional 
sciences  and  to  bring  together,  on  a cooperative  basis,  clinical  and  basic  science  investigators  in  a manner 
that  will  enhance  and  extend  the  effectiveness  of  nutritional  research  being  conducted  in  the  field  of  obesity, 
eating  disorders,  and  energy  regulation.  To  accomplish  the  overall  goal  of  these  centers,  there  must  be  in 
existence  at  the  applicant's  institution  an  ongoing  program  of  excellence  in  biomedical  research  related  to  the 
study  of  obesity.  The  research  base  in  the  nutritional  sciences  need  not  be  exclusively  in  obesity  and  can 
include  a focus  on  eating  disorders,  energy  metabolism,  cell  biology,  or  nutrient  metabolism.  It  would  be 
highly  desirable  that  the  Principal  Investigator,  as  well  as  the  applicant  institution,  have  a commitment  to 
the  treatment  and  prevention  of  obesity.  The  availability  of  a clinic  population  with  adequate  representation 
of  women  and  minorities  which  can  be  readily  utilized  by  investigators  will  play  a major  role  in  attracting 
investigators  to  the  field  of  obesity  research  and  to  serve  as  a resource  in  the  design  of  pilot  and  feasibility 
pro  jects. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

MECHANISM  OF  SUPPORT 

Support  of  this  program  will  be  by  the  Core  Center  Grant  (P30)  mechanism.  An  average  Center  may  include  about 
three  to  five  pilot/feasibility  projects  and  two  to  four  core  units.  However,  the  actual  cost  of  the  Center 
will  vary  depending  on  the  needs  of  the  Center.  In  no  case  shall  direct  costs  requested  exceed  $600,000  per 
year,  nor  shall  the  direct  costs  awarded  exceed  $500,000  per  year  per  Center.  The  anticipated  awards  will  be 
for  five  years  and  are  contingent  upon  the  availability  of  appropriated  funds.  Currently,  funds  totalling 
approximately  $2.0  million  (total  costs)  are  available  for  support  of  this  announcement.  The  award  of  three 
new  Obesity/  Nutrition  Research  Centers  by  NIDDK  and  one  Obesity/Nutrition  Research  Center  by  NICHD  is 
anticipated. 

METHOD  OF  APPLYING 

Letter  of  Intent 

Potential  applicants  are  requested  to  submit  a letter  of  intent  by  January  15,  1992.  The  letter  of  intent  is 
non-binding,  is  not  a necessary  requirement  for  submission  of  an  application,  and  is  not  a precondition  for  an 
award.  Letters  of  intent  are  requested  for  review  planning  purposes.  The  NIDDK  and  NICHD  will  not  specifically 
respond  to  such  letters.  Include  in  the  letter  of  intent  the  name(s)  of  the  Principal  Investigator  and 
principal  collaborators,  descriptive  titles  of  the  core  facilities  and  pilot/feasibility  projects,  and  the 
institution(s)  involved.  Letters  of  intent  are  to  be  sent  to: 

Robert  Hammond,  Ph.D. 

Chief,  Review  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  406 
Bethesda,  MD  20892 

Applications  must  be  submitted  using  PHS  398  (rev.  10/88).  Applications  are  available  from  the  business  or 
grants  offices  of  most  academic  or  research  institutions  and  from  the  Office  of  Grants  Inquiries,  division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
301/496-7441. 

INQUIRIES 

It  is  essential  that  prospective  applicants  obtain  the  RFA  and  the  general  description  and  guidelines  for  the 
Obesity  Research/Nutrition  Centers  from: 
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Van  S.  Hubbard,  M.D.,  Ph.D. 

Director,  Nutritional  Sciences  Branch 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A18B 

Bethesda,  MD  20892 

Telephone:  (301)  496-7823 

FAX:  (301)  402-1278 

Gilman  Grave,  M.D. 

Endocrinology,  Nutrition  and  Growth  Branch 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  637A 

6130  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-5593 

FAX:  (301)  402-2085 

BUSINESS  INFORMATION 

Nancy  Dixon 

Supervisory  Grants  Management  Specialist 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  639 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

E.  Douglas  Shawver 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 

Executive  Plaza  North,  Room  501 

6130  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-1303 

REVIEW  PROCEDURES 

Applications  for  the  Obesity/Nutrition  Research  Center  Grants  will  be  evaluated  for  scientific  merit  by  the  NIH 
grant  peer  review  process  and  subsequently  by  either  the  NIDDK  or  NICHD  Advisory  Council  for  program  relevance 
and  policy  issues  before  awards  for  meritorious  applications  are  made.  The  special  single  receipt  date  for 
submissions  in  response  to  this  announcement  is  March  25,  1992,  with  the  earliest  funding  being  September  1992. 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.  848.  Awards  will  be  made  under 
the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  and  Section  431  (b)  (Public  Law  78-410, 
as  amended:  42  USC  241  and  42  USC  285c-5)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  Part  52  and  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

DEVELOPMENT  OF  BIOMARKERS  OF  AGING 

RFA  AVAILABLE:  AG-91-17 

P.T.  34;  K.W.  0710010;  0760003,  0755018 

National  Institute  on  Aging 

Letter  of  Intent  Receipt  Date:  December  16,  1991 
Application  Receipt  Date:  February  19,  1992 

PURPOSE 

The  Biology  of  Aging  Program  (BAP),  National  Institute  on  Aging  (NIA),  announces  the  availability  of  a Request 
for  Applications  (RFA)  for  the  development  of  biomarkers  of  aging  using  rodent  animal  models  supplied  by  the 
NIA.  The  major  goal  of  the  research  to  be  supported  is  to  continue  the  development  of  a panel  of  rodent 
biomarkers  of  aging  constituted  from  the  biomarkers  developed  in  response  to  this  and  a previously  announced 
RFA  (see  Development  of  Biomarkers  of  Aging,  NIH  GUIDE  For  Grants  and  Contracts,  Vol.  16,  No.  19,  June  5,  1987). 
To  achieve  this  goal,  two  separate  types  of  applications  are  solicited  in  this  RFA:  one  type  addresses  the 
assessment  of  potential  biomarkers  of  aging,  and  the  other  type  addresses  the  statistical  analyses  of  these 
potential  biomarkers  to  provide  a panel  of  statistically  valid  biomarkers  useful  for  testing  future 
interventions  in  the  aging  process. 
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ELIGIBILITY  REQUIREMENTS 


Appl  ications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  nonprofit,  public  and  private,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged. 

For  the  purposes  of  continuity  and  to  receive  the  full  benefit  of  10  years  of  focus  and  support  in  biomarkers 
of  aging  research,  applications  will  be  accepted  from  investigators  in  either  of  the  following  two  categories 
related  to  experience  with  Biomarkers  of  Aging  Research:  investigators  currently  conducting  NIA-funded 
Biomarkers  of  Aging  research  projects,  or  investigators  who  can  demonstrate  an  active  research  focus  for  the 
previous  four  or  more  years  on  biomarkers  of  aging,  regardless  of  the  source  of  research  support,  using  the  same 
rodent  genotypes  as  are  available  from  the  NI A/National  Center  for  Technological  Research  biomarker  colony 
described  below,  are  able  and  willing  to  use  animals  from  the  NIA/NCTR  biomarker  colony,  and  have  suitable 
facilities  for  housing  these  animals. 

There  are  no  similar  experience  restrictions  on  the  investigators  applying  for  the  statistical  analyses  of 
biomarkers  of  aging  research. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  research  project  (ROD  grant  funding  mechanism. 
Responsibi l i ty  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely  that  of  the 
applicant.  Awards  will  be  administered  under  PHS  grants  policy  as  stated  in  the  Public  Health  Service  Policy 
Statement,  DHHS  Publication  No.  (OASH)  82-50,000,  revised  October  1,  1990. 

FUNDS  AVAILABLE 

A total  of  $2,000,000  is  expected  to  be  available  for  this  program  in  FY  1993.  Funds  for  subsequent  years  are 
expected  to  range  from  $1,500,000  to  $2,000,000  per  year.  It  is  anticipated  that  individual  awards  will  range 
from  $75,000  to  $150,000  per  year  in  direct  costs.  Collaborative  applications  or  applications  to  test  more  than 
one  type  of  potential  biomarker  may  request  more  than  $150,000  per  year  in  direct  costs  with  sufficient 
justification.  A maximum  of  14  awards  for  the  Biomarker  of  Aging  Research  and  one  award  for  the  Statistical 
Analysis  of  the  Biomarkers  of  Aging  Research  are  anticipated. 

The  award  of  grants  pursuant  to  this  RFA  is  contingent  upon  receipt  of  appropriated  funds  for  this  purpose. 
This  RFA  is  a one-time  invitation.  There  are  no  plans  for  future  reissuance.  The  duration  of  proposed  projects 
may  be  up  to  five  years.  The  start  date  for  funded  projects  will  be  approximately  April  1,  1993. 

RESEARCH  OBJECTIVES 

This  RFA  is  to  encourage  the  continued  development  of  research  projects  that  utilize  the  available  colony  of 
rodents  to  conduct  biomarker  research.  Two  types  of  applications  will  be  considered: 

Applications  for  Biomarkers  of  Aging  Research:  The  objective  of  applications  submitted  in  response  to  this 
request  must  be  the  continued  development  and  testing  of  one  or  more  biomarkers  of  aging  using  genetically 
defined  mice  and/or  rats  obtained  from  the  NIA/NCTR  biomarker  research  colony.  In  order  to  allow  for  the 
development  of  a broadly  based  panel  of  biomarkers,  applications  are  solicited  from  a wide  variety  of  possible 
approaches. 

By  the  final  year  of  the  proposed  project,  the  investigator  will  be  expected  to  obtain  data  for  the  proposed 
biomarker  using  non- invasive  methods,  and  the  proposed  biomarker  must  be  applicable  to  the  human  population. 

The  research  plan  for  biomarker  development  must  include  evaluation  of  each  potential  biomarker  for 
reproducibility,  sensitivity,  significance  of  rate  of  change  over  the  lifespan,  temporal  pattern  of  changes, 
non- lethal i ty,  degree  of  invasiveness  required,  potential  functional  importance  to  human  aging,  simplicity,  and 
cost-effectiveness. 

As  one  step  in  a plan  to  implement  testing  of  potential  biomarkers,  the  NIA,  in  collaboration  with  the  NCTR, 
has  available  a colony  of  four  mouse  genotypes  and  three  rat  genotypes  as  a resource  for  rodent  biomarker 
research.  Mice  available  in  this  colony  include  C57BL/6NNIA,  DBA2/NNIA,  B6D2F1  (C56BL/6NNIA  X DBA2/NNIA), 
B6C3F1  (C57BL/6  X C3H)  ranging  in  age  from  three  to  30  months  (approximately  22,000/year).  Available  rats 
include  Fischer  344,  Brown-Norway,  and  F344  X BN  hybrids  ranging  in  age  from  three  to  24  months  (approximately 
6,000/year).  Both  male  and  female  rodents  are  available.  This  major  animal  resource  has  provided  a suitable 
test  population  for  14  investigator- ini tiated  biomarker  research  projects  over  the  previous  four  years.  In 
order  to  allow  testing  of  biomarker  sensitivity  to  interventions  that  alter  lifespan,  and  since  dietary 
restriction  is  the  only  currently  available  intervention  that  reliably  alters  lifespan  in  rodents,  ad  libitum 
fed  and  dietary  restricted  animals  of  each  genotype  will  be  available.  Diets  used  in  the  NIA/NCTR  colony  will 
be  made  available  for  shipment  to  investigators  to  assure  diet  continuity  for  all  animals.  Applications  must 
include  funds  for  diet  acquisition  and  shipment.  All  NIA/NCTR  animals  are  maintained  in  Specific  Pathogen  Free 
barrier  facilities.  Applicants  must  demonstrate  their  ability  to  house  animals  received  from  this  colony  in 
similar  or  equivalent  barrier  conditions.  This  can  be  achieved  either  with  existing  barrier  facilities  that  can 
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be  devoted  to  this  activity,  or  by  the  use  of  laminar  flow  caging  in  non-barrier  rooms  devoted  solely  to  this 
project. 

Collaborative  research  applications  from  investigators  will  be  accepted  where  biomarker  development  requires 
multiple  research  skills  not  available  in  a single  institution,  where  collaboration  enhances  the  value  of  the 
research  conducted  at  the  cooperating  institutions  or  where  multiple  use  of  animals  is  scientifically  feasible 
and  allows  significant  research  cost  economies. 

The  applicant  is  permitted  to  propose  studies  leading  to  the  elucidation  of  the  physiologic  or  molecular 
mechanism(s)  by  which  the  biomarker  studied  constitutes  a biomarker  of  aging,  or  the  mechanism(s)  by  which 
caloric  restriction  produces  lifespan  extension  in  these  animals. 

Applications  must  clearly  state  the  type,  number,  and  use  schedule  of  all  animals  needed  for  the  proposed 
research.  Where  multiple  or  shared  uses  of  animals  are  proposed,  each  relevant  application  must  clearly  show 
which  animals  are  shared  and  which  are  not.  Animals  from  the  NIA/NCTR  biomarker  colony  will  be  shipped  to 
investigators  by  preferred  air  freight.  Only  costs  for  investigator-reared  animals,  if  required  by  the  proposed 
research  design,  must  be  included  in  the  application.  Applications  that  include  the  use  of  investigator-reared 
animals  must  show  a clear  rationale  for  using  such  animals  in  addition  to  NIA/NCTR  colony  animals.  Applications 
that  do  not  propose  biomarker  of  aging  research  or  that  do  not  include  the  use  of  NIA/NCTR  colony  animals  will 
not  be  accepted. 

Applications  for  the  Statistical  Analysis  of  Biomarkers  of  Aging  Research:  The  goal  of  this  segment  of  the  RFA 
is  to  bring  together  the  results  of  all  of  the  research  conducted  as  a result  of  this  Biomarkers  of  Aging 
Research  RFA,  using  the  procedures  of  mathematical  statistics,  to  permit  a statistically  valid  assessment  of 
the  gerontologic  age  of  rodents  of  the  genotype  specified  herein  using  a panel  of  applicable  biomarkers  of 
aging.  Applicants  may  obtain  a description  of  ongoing  research  supported  by  the  NIA  Biomarkers  of  Aging  program 
from  the  program  administrator  listed  in  INQUIRIES  of  this  RFA.  It  is  anticipated  that  a single  successful 
applicant  will  be  able  to  accomplish  this  task,  consequently  a single  award  will  be  made. 

SPECIAL  REQUIREMENTS 

In  order  to  facilitate  the  achievement  of  this  goal,  the  Principal  Investigators  of  successful  applications  will 
be  expected  to  meet  annually  to  exchange  information  and  to  address  progress  and  problems.  Applications  in 
response  to  this  request  should  include  funds  for  one  trip  each  year  lasting  approximately  three  days  to  attend 
this  meeting  in  addition  to  any  other  travel  requirements. 

REVIEU  CONSIDERATIONS 

Applications  will  be  received  by  the  NIH  Division  of  Research  Grants  (DRG)  and  will  be  assigned  to  the  NIA. 
Applications  responsive  to  this  RFA  will  be  evaluated  for  scientific  and  technical  merit  by  an  initial  review 
group  that  will  be  convened  solely  to  review  these  applications.  Applications  judged  by  the  NIA  to  be 
non- responsive  (those  not  directed  at  the  goals  of  this  RFA)  will  be  returned  to  the  applicant  without  review. 
Applications  may  first  receive  a preliminary  review  by  a subcommittee  of  the  review  panel  to  establish  those 
applications  deemed  to  be  competitive.  Those  applications  judged  non-competitive  will  be  so  designated,  and 
an  abbreviated  summary  statement  noting  the  major  areas  of  concern  will  be  sent  to  the  Principal  Investigator. 
Applications  judged  to  be  competitive  will  be  given  full  review.  Following  review  by  the  initial  review  group, 
the  applications  will  be  considered  by  the  National  Advisory  Council  on  Aging. 

The  factors  to  be  considered  in  the  evaluation  of  the  scientific  merit  of  each  application  will  be  the 
responsiveness  to  the  intent  of  this  RFA,  and  those  factors  used  in  the  review  of  traditional  research-project 
grant  applications  and  the  past  record  of  performance  in  biomarkers  of  aging  research.  Awards  will  be  made  on 
the  basis  of  scientific  merit  and  the  need  to  fund  applications  that  provide  a broad  spectrum  of  potential 
biomarkers. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  10/88,  reprinted  9/89)  must  be  used  in  applying  for  these 
grants.  These  forms  are  available  at  most  institutional  business  offices;  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892, 
telephone  301/496-7441;  and  from  the  NIH  program  administrator  named  below. 

The  RFA  label  available  in  the  10/88-9/89  revision  of  PHS  398  application  form  must  be  affixed  to  the  bottom 
of  the  face  page.  Failure  to  use  this  label  could  result  in  delayed  processing  of  the  application  such  that 
it  may  not  reach  the  review  committee  in  time  for  review.  In  addition,  the  RFA  title,  "Development  of 
Biomarkers  of  Aging"  and  number  must  be  typed  on  line  2 of  the  face  page  of  the  application  form  and  check  the 
YES  box. 

Submit  a signed  typewritten  original  of  the  application,  including  the  Checklist,  and  four  signed,  exact 
photocopies,  in  one  package  to: 
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Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892  ** 

At  time  of  submission,  two  additional  copi 


of  the  application  must  also  be  sent  to: 


Chief  SRO/OEA 

National  Institute  on  Aging 
7201  Wisconsin  Avenue 
Bethesda,  MD  20892 


Applications  must  be  received  by  February  19,  1992.  If  an  application  is  received  after  that  date,  or  if  it 
is  incomplete,  it  will  be  returned  to  the  applicant.  Additional  or  revised  material  will  not  be  accepted  after 
the  receipt  date.  Also,  the  DRG  will  not  accept  any  application  in  response  to  this  announcement  that  is 
essentially  the  same  as  one  currently  pending  initial  review,  unless  the  applicant  withdraws  the  pending 
application.  Nor  will  the  DRG  accept  any  application  that  is  essentially  the  same  as  one  already  reviewed. 
This  does  not  preclude  the  submission  of  substantial  revisions  of  applications  already  reviewed,  but  such 
applications  must  include  an  introduction  addressing  the  previous  critique. 


LETTER  OF  INTENT 


Prospective  applicants  are  encouraged  to  submit  to  the  program  administrator  indicated  below  a non-binding 
letter  of  intent  to  apply,  post-marked  no  later  than  December  16,  1991,  that  includes  a descriptive  title  of 
the  proposed  research,  the  name,  address  and  telephone  number  of  the  Principal  Investigator,  the  identities  of 
other  key  personnel  and  participating  institutions,  and  the  number  and  title  of  this  RFA.  The  letter  of  intent 
is  not  mandatory  and  does  not  influence  the  review  or  funding  decisions,  but  it  will  enable  the  NIA  to  plan  the 
review. 


INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Richard  L.  Sprott,  Ph.D. 

Associate  Director,  BAP 
National  Institute  on  Aging 
7201  Wisconsin  Avenue 
Bethesda,  MD  20892 
Telephone:  (301)  496-4996 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Mary  Burton 

Grants  Management  Specialist,  GCMO 
National  Institute  on  Aging 
7201  Wisconsin  Avenue 
Bethesda,  MD  20892 
Telephone:  (301)  496-1472 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.866,  Aging  Research.  Awards 
are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as  amended 
by  Public  Law  99-158,  42  USC  241  and  285)  and  administered  under  PHS  grants  policies  and  Federal  Regulations 
42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements 
of  Executive  Order  12372  or  Health  Systems  Agency  review. 
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NOTICES  OF  AVAILABILITY  (RFPs  AMD  RFAs) 


ISO-ANTIGENIC  TYPING  OF  MOUSE  STRAINS 

RFP  AVAILABLE:  NCI -CM-27722-30 
P.T.  34;  K.U.  0745065,  0710125 
National  Cancer  Institute 

The  Biological  Testing  Program  (BTP),  Developmental  Therapeutics  Program  (DTP),  Division  of  Cancer  Treatment 
(DCT),  National  Cancer  Institute  (NCI),  National  Institutes  of  Health  (NIH),  is  seeking  an  organization  that 
has  the  capabilities  to  perform  reciprocal  tail  skin  grafts  between  mice  of  various  strain  sublines  and 
counterparts  from  the  NIH  colony.  It  is  estimated  that  6300  skin  grafts  involving  3,000  animals  will  be 
supplied  at  no  charge  to  the  contractor. 

It  is  anticipated  that  one  contract  will  be  awarded  for  this  effort,  as  a result  of  this  Request  for  Proposals 
(RFP),  for  a period  of  60  months.  This  RFP  is  a recompetition  of  the  "Iso-Antigenic  Typing  of  House  Strains" 
project  being  performed  by  Northwestern  University.  RFP  No.  NCI -CM-27733-30  will  be  available  on  or  about 
December  9,  1991,  by  written  request  from: 

Ms.  Elsa  B.  Carlton 

Contract  Specialist,  Research  Contract  Branch 

Treatment  Contract  Section 

National  Cancer  Institute 

Executive  Plaza  South,  Room  603 

9000  Rockvi lie  Pike 

Rockville,  MD  20892 

No  collect  calls  will  be  accepted.  Responses  will  be  due  by  January  24,  1992. 


CONSIGNEE  FUNCTION  AND  QUARANTINE  AGENT  FOR  NEU  WORLD  PRIMATES  AND  RELATED  RESEARCH 

RFP  AVAILABLE:  NIH-RR-92-10 
P.T.  34;  K.U.  1002002,  0780000 
National  Institutes  of  Health 

The  National  Center  for  Research  Resources  (NCRR)  has  the  mission  of  developing  and  supplying  animal  research 
resources  for  the  intramural  community  at  the  National  Institutes  of  Health  (NIH)  and  assisting  in  the  placement 
of  research  resources  in  extramural  research  institution  programs.  The  purpose  of  the  Consignee  Function  is 
to  provide  the  services  of  a consignee  and  holding  facility  for  New  World  primates  imported  into  the  United 
States  from  or  with  the  Pan  American  Health  Organization  and  foreign  governments  of  Central  and  South  America. 
Components  of  this  requirement  include,  but  are  not  limited  to:  receiving  animals  at  an  airport  that 
accommodates  direct  international  flights  from  source  countries  following  clearance  by  U.S.  Customs  and 
inspection  by  the  U.S.  Department  of  Agriculture;  temporarily  housing  animals;  providing  veterinary  medical 
care,  microbiological  and  parasitological  screening,  and  tissue  collections,  as  needed;  and  arranging  the 
transshipment  of  animals  to  recipient  research  institutions.  An  additional  requirement  is  to  develop  approaches 
and  recommend  methodologies  to  acquire  new  clinical,  husbandry,  and/or  physiological  data  regarding  the  species 
entering  the  United  States  via  the  proposed  contract.  A three-year  cost-reimbursement  type  contract  is 
anticipated. 

The  solicitation  is  scheduled  for  release  on  or  about  November  29,  1991,  and  proposals  will  be  due  on  or  about 
December  30,  1991.  All  responsible  sources  may  submit  a proposal  that  will  be  considered. 

Requests  for  the  Request  for  Proposals  must  be  directed  to: 

Silver  C.  Jones 

Contract  Specialist,  Research  Contracts  Branch 

Division  of  Contracts  and  Grants 

National  Institutes  of  Health 

Building  31,  Room  1B44 

9000  Rockvi lie  Pike 

Bethesda,  MD  20892 

Telephone:  (301)  496-4487 
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MCI  SCIENCE  ENRICHMENT  PROGRAM 


RFP  AVAILABLE:  NCI -CN-25406-41 
P.T.  34,  FF;  K.W.  0502000,  0710030 
National  Cancer  Institute 

The  National  Cancer  Institute  (NCI),  Division  of  Cancer  Prevention  and  Control,  Cancer  Control  Science  Program, 
is  interested  in  soliciting  proposals  for  conducting  regional,  summer  resident  "Science  Enrichment  Programs" 
for  incoming  tenth  grade  underrepresented  minority  and  underserved  youth  who  have  a demonstrated  interest  in 
science  and/or  mathematics.  The  goals  of  this  program  are:  (1)  to  encourage  underrepresented  minority  and 
underserved  youth  to  pursue  professional  and  careers  in  science  and  research,  and  (2)  to  broaden  and  enrich 
students'  science,  research  and  sociocultural  backgrounds.  High  schools  collaborating  with  colleges  and/or 
universities,  colleges,  universities,  as  well  as  cancer  centers  and  schools  of  public  health  are  among  the 
eligible  offerors.  It  is  anticipated  that  several  awards  will  be  made  for  a two-year  period  (with  a two-year 
option  clause),  to  be  incrementally  funded  as  a cost- reimbursement  type  contract.  Two  pre-proposal  conferences 
are  anticipated,  one  in  Bethesda,  Maryland.  The  Request  for  Proposals  (RFP)  will  specify  the  location,  dates, 
and  times  for  each  conference. 

Date  of  issue  for  this  RFP  will  be  approximately  November  22,  1991,  with  a closing  date  for  proposals  of  January 
10,  1992.  Anticipated  award  date  is  mid  May  1992.  This  Resident  Program  is  to  be  implemented  during  the  Summer 
of  1992. 

Copies  of  the  RFP  may  be  obtained  by  sending  a written  request  that  references  RFP  No.  NCI -CN-25406-41  to: 

Susan  K.  Hoffman,  Contracting  Officer 
Research  Contracts  Branch,  PCCS 
National  Cancer  Institute 
Executive  Plaza  South,  Room  635 
9000  Rockville  Pike 
Bethesda,  MD  20892 
Telephone:  (301)  496-8603 


GENE  REGULATION  OF  RADIATION  RESISTANCE 

RFA  AVAILABLE:  CA-92-03 

P.T.  34;  K.W.  0765015,  1002058,  0745062 

National  Cancer  Institute 

Letter  of  Intent  Receipt  Date:  January  3,  1992 
Application  Receipt  Date:  March  13,  1992 

PURPOSE 

The  NCI  announces  the  availability  of  a Request  For  Application  (RFA)  for  tightly  focused  studies  that 
investigate  the  molecular/genetic  mechanisms  responsible  for  the  inherent  radioresistance  of  human  tumor  cells. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS),  is  committed  to  achieving  the  health  promotion  and  disease  prevention 
objectives  of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Gene 
Regulation  of  Radiation  Resistance,  is  related  to  the  priority  area  of  cancer.  Potential  applicants  may  obtain 
a copy  of  "Healthy  People  2000"  (Full  report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 

Washington,  D.C.  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  and  foreign,  for-profit  and  nonprofit,  public  and  private 
organizations,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments, 
and  eligible  agencies  of  the  Federal  Government.  Although  NCI-funded  Cooperative  Groups  are  ineligible  to 
apply,  individual  institutions  or  consortia  of  the  Cooperative  Groups  may  apply  through  their  own  institutions. 
Domestic  applications  may  include  international  components.  Applications  from  minority  individuals  and  women 
are  encouraged. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  individual  research  project  grant  (R01)  funding 
mechanism.  Responsibility  for  the  planning,  direction,  and  execution  of  the  proposed  project  will  be  solely 
that  of  the  applicant.  Except  as  otherwise  stated  in  this  RFA,  awards  will  be  administered  under  PHS  grants 
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policy  as  stated  in  the  Public  Health  Service  Grants  Policy  Statement.  This  RFA  is  a one-time  solicitation. 
Future  unsol  ici  ted  competing  continuation  appl  i cat  ions  will  compete  wi  th  a 1 1 investigator-  initiated  appl  i cat  ions 
and  be  reviewed  by  a Division  of  Research  Grants  (DRG)  study  section.  If  the  NCI  determines  that  there  is  a 
sufficient  continuing  program  need,  the  NCI  may  announce  a request  for  competitive  continuation  applications. 
The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA  may  not  exceed  three  years. 
The  anticipated  award  date  will  be  December  1,  1992. 

FUNDS  AVAILABLE 

Approximately  $1,000,000  in  total  costs  per  year  for  three  years  will  be  committed  to  specifically  fund 
applications  submitted  in  response  to  this  RFA.  This  funding  level  is  dependant  on  the  receipt  of  a sufficient 
number  of  applications  of  high  scientific  merit.  NCI  plans  to  make  multiple  (four  to  five)  awards  for  project 
periods  up  to  three  years.  The  total  project  period  for  applications  submitted  in  response  to  the  present  RFA 
may  not  exceed  three  years.  Although  this  program  is  provided  for  in  the  financial  plans  of  the  NCI,  the  award 
of  grants  pursuant  to  this  RFA  is  also  contingent  upon  the  continuing  availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

The  purpose  of  this  RFA  is  to  stimulate  research  directed  towards  identifying  and  characterizing  the  role  that 
molecular/genetic  processes  play  in  the  inherent  radioresistance  observed  in  some  solid  human  tumor  cells  that 
often  exceeds  that  of  the  normal  cells.  Studies  must  be  directed  toward  investigating  the  various 
molecular/genetic  events  that  occur  following  radiation- induced  damage  and  determining  how  they  relate  to 
radiation  resistance.  These  studies  may  include,  but  not  be  limited  to,  various  facets  of  gene  induction  and 
expression,  i.e.,  regional  transduction  pathways,  second  messenger  pathways,  oncogene  products,  growth  factors, 
and  molecular  and/or  biochemical  factors. 

By  better  understanding  the  radiation  resistance  associated  with  human  tumor  cells,  it  may  be  possible  to 
modulate  those  mechanisms  ident i f ied  as  playing  significant  roles  and  thereby  significantly  improve  the  clinical 
effect  of  radiation  therapy.  Additionally,  important  molecular  and  cellular  prognostic  factors  for  survival 
or  recurrence  of  malignancy  in  patients  treated  with  radiotherapy  may  be  identified  from  the  proposed  studies. 

STUDY  POPULATION 

It  is  NIH  policy  that  women  and  minorities  must  be  included  in  clinical  study  populations  unless  there  is  a good 
reason  to  exclude  them,  and  the  study  design  must  seek  to  identify  any  pertinent  gender  or  minority  population 
di f ferences. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

Copies  of  the  RFA  are  available  from  the  Program  Director's  office  listed  below.  The  United  States  Public 
Health  Service  research  grant  application  form  PHS  398  (revised  10/88,  reprinted  9/89)  must  be  used  in  applying 
for  these  grants.  Grant  application  forms  are  usually  available  at  most  institutional  business  offices  and  from 
the  NIH  Office  of  Grant  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Room  449, 
Westwood  Building,  5333  Westbard  Avenue,  Bethesda,  MD  20892;  telephone  (301)  496-7441.  The  receipt  date  for 
applications  is  March  13,  1992. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome. 

Direct  inquiries  regarding  programmatic  issues  to: 

Thomas  A.  Strike,  Ph.D. 

Radiation  Research  Program 
National  Cancer  Institute 
Executive  Plaza  North,  Suite  800 
Bethesda,  MD  20852 
Telephone:  (301)  496-9360 
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Direct  inquiries  regarding  fiscal  matters  to: 


Ms.  Carolyn  Mason 

Grants  Administration  Branch 

National  Cancer  Institute 

6120  Executive  Boulevard,  Suite  243 

Bethesda,  MD  20852 

Telephone:  (301)  496-7800  Ext.  59 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.395,  (Clinical  Treatment 
Research).  Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A.  (Public 
Law  78-410,  as  amended  by  Public  Law  99-158,  42  USC  241  and  285),  and  administered  under  PHS  grants  policies 
and  Federal  Regulations  42  CFR  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


COORDINATING  CENTER  FOR  INTERSTITIAL  CYSTITIS  DATA  BASE 

RFA  AVAILABLE:  DK-92-04 

P.T.  34;  K.U.  0755018,  0413001,  0785055 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  January  10,  1992 
Application  Receipt  Date:  February  18,  1992 

PURPOSE 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases,  National  Institute  of  Diabetes  and  Digestive  and 
Kidney  Diseases  (NIDDK),  announces  the  availability  of  a Request  for  Applications  (RFA)  for  a central  data 
coordinating  center  that  will  participate  with  the  Clinical  Centers  in  the  development  of  a data  base  for 
interstitial  cystitis.  The  data  coordinating  center  will  collect,  maintain  and  analyze  data  and  assess  patient 
samples  provided  by  the  Clinical  Centers.  The  primary  objectives  of  this  investigation  are:  (1)  to  establish 
and  maintain  a data  base  of  uniformly  and  accurately  collected  information,  including  results  of  the  analysis 
of  clinical  samples,  from  patients  with  interstitial  cystitis;  (2)  to  study  the  natural  history  of  this 
disorder;  and  (3)  to  make  available  the  data  base  and  patient  samples  for  other  interested  investigators  to 
conduct  epidemiological  and  clinical  studies.  The  assistance  mechanism  used  to  support  this  study  is  the 
cooperative  agreement. 

ELIGIBILITY 

Domestic  universities,  medical  colleges,  hospitals,  and  other  public  and  private  research  institutions, 
including  State  and  local  government  units,  are  eligible.  Applications  from  foreign  institutions  will  not  be 
considered.  Applications  from  minority  investigators  and  women  are  encouraged. 

RESEARCH  OBJECTIVES 

The  primary  purpose  of  this  program  is  to  develop  an  interstitial  cystitis  data  base  through  the  collection  and 
analysis  of  information  and  clinical  samples  from  patients  with  the  disorder.  The  NIDDK  will  support  the 
function  of  a separate  Data  Coordinating  Center  (DCC)  for  the  study,  that  will  have  primary  responsibility  for 
collecting,  editing,  storing,  and  analyzing  data  and  assessing  patient  samples  provided  by  the  Clinical  Centers. 
The  DCC  must  be  prepared  to  design  a data  and  patient  specimen  collection  system,  assure  quality  control  and 
provide  appropriate  detailed  data  reports  to  the  Steering  Committee  and  to  the  External  Advisory  Committee  at 
regular  intervals.  The  DCC  will  be  responsible  for  the  logistics,  planning,  and  funding  of  the  meetings  of 
these  committees.  The  DCC  will  be  expected  to  provide  appropriate  biostatistics;  data  management;  handling  of 
patient  samples,  interpretation,  and  distribution;  and  study-wide  coordination  expertise.  Applicants  must 
provide  a detailed  description  of  prior  experience  in  multicenter  studies  and  identify  in  the  application  a 
collaborating  Central  Laboratory  (or  laboratories)  for  testing  patient  samples,  including  bladder  biopsies. 
The  Central  Laboratory  will  be  responsible  for  establishing  procedures  for  collection  of  patient  samples, 
including  bladder  biopsies,  serum  and  urine  samples,  testing  these  samples  and  reporting  results  to  the  DCC  and 
Clinical  Centers,  maintaining  laboratory  quality  control  procedures,  and  providing  periodic  training  in  specimen 
collection  and  transport  procedures. 

The  study  will  consist  of  three  sequential  phases:  Phase  I:  Development  of  Protocol  (six  to  eight  months); 
Phase  II:  Recruitment  of  Study  Sample  and  Interim  Data  Analysis  (48  months);  and  Phase  III:  Final  Data 
Analysis  and  Reporting  (six  months).  Phase  I will  be  completed  by  the  study  Steering  Committee  prior  to  the 
involvement  of  the  DCC. 
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HEALTHY  PEOPLE  2000 


The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  Request  for  Applications 
(RFA),  Data  Coordinating  Center  for  the  Interstitial  Cystitis  Data  Base,  is  related  to  the  priority  area  of 
diabetes  and  chronic  disabling  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full 
Report:  Stock  No.  017-001-00473-1)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001 -00473- 1 ) through 
the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone 
202-783-3238). 

MECHANISM  OF  SUPPORT 

The  administrative  and  funding  mechanism  to  be  used  to  undertake  this  program  will  be  the  cooperative  agreement 
(U01).  It  is  anticipated  that  one  award  of  approximately  $250,000  total  costs  for  the  first  year  will  be  made 
under  this  RFA.  Funding  is  expected  to  begin  in  Fiscal  Year  1992;  total  support  for  the  project  will  be  for 
approximately  five  years. 

TERMS  AND  CONDITIONS  OF  AWARD 

The  tasks  and  activities  in  which  awardees  will  have  substantial  responsibilities  include  data  and  patient 
sample  collection,  quality  control,  final  data  analysis  and  interpretation,  control  of  publications,  the 
logistics  and  funding  of  Steering  Committee  meetings,  and  collaboration  with  Clinical  Center  awardees.  All 
awardees  will  have  primary  access  and  rights  to  data  and  samples  collected  in  this  study. 

REVIEW  PROCEDURES  AND  CRITERIA 

Upon  receipt,  applications  will  be  reviewed  by  NIDDK  staff  for  responsiveness  to  the  objectives  of  this  RFA. 
Those  applications  judged  to  be  responsive  will  be  further  evaluated  for  scientific  and  technical  merit  by  an 
appropriate  peer  review  group  convened  by  the  Division  of  Extramural  Activities,  NIDDK,  using  criteria  given 
in  the  RFA.  Subsequent  review  will  be  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases  Advisory 
Counci l . 

SEMINAR  FOR  PROSPECTIVE  APPLICANTS 

A one-day  seminar  for  prospective  applicants  will  be  held  approximately  one  month  after  the  publication  of  this 
announcement.  The  purpose  of  this  seminar  is  to  give  background  information  on  the  clinical  aspects  of 
interstitial  cystitis,  an  update  on  the  activities  of  the  Clinical  Centers,  and  to  respond  to  any  questions 
about  the  preparation  of  an  application.  Interested  persons  may  contact  the  Urology  Program  Director,  Dr.  Leroy 
M.  Nyberg,  for  further  information  (see  below). 

APPLICATION  PROCEDURES 

Letter  of  Intent  --  Prospective  applicants  are  asked  but  not  required  to  submit  a letter  of  intent  to  apply  to 
the  RFA.  This  letter  is  to  include  the  name,  telephone  number  and  mailing  address  of  the  Principal 
Investigator,  the  names  of  other  key  personnel,  the  name  of  the  applicant  institution  and  the  number  and  title 
of  this  RFA.  Letters  of  intent  to  apply  to  this  RFA  are  to  be  received  no  later  than  January  10,  1992  and  are 
to  be  addressed  to: 

Dr.  Robert  D.  Hammond 

Chief,  Review  Branch 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  603 
Bethesda,  MD  20892 

Format  for  Applications  --  Submit  applications  on  form  PHS  398  (revised  10/88,  reprinted  9/89),  the  application 
form  for  the  traditional  NIH  research  project  grant.  Copies  of  this  form  are  available  in  the  applicant 
institution's  office  of  sponsored  research  and  may  be  obtained  from  Office  of  Grants  Inquiries,  Division  of 
Research  Grants,  Westwood  Building,  Room  449,  National  Institutes  of  Health,  Bethesda,  MD  20892,  telephone 
(301)  496-7447.  Applications  must  be  received  by  February  18,  1992.  An  application  not  received  by  this  date 
will  be  considered  ineligible  and  returned  to  the  applicant. 

INQUIRIES 

It  is  essential  that  prospective  applicants  obtain  a copy  of  the  RFA  before  preparing  an  application.  Requests 
may  be  directed  to: 


NIH  Guide  for  Grants  and  Contracts  - Vol.  20,  No.  44  - November  22,  1991 

6 


Leroy  M.  Nyberg,  Jr.,  Ph.D.,  M.D., 

Urology  Program  Director 

Division  of  Kidney,  Urologic  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A-05 

Bethesda,  MD  20892 

Telephone:  (301)  496-7133 

FAX:  (301)  402-0223 

Inquiries  regarding  fiscal  and  grants  administration  matters  may  be  directed  to: 

Mrs.  Nancy  Dixon 

Grants  Management  Specialist 

Division  of  Extramural  Activities 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  639 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849,  Kidney,  Urologic  and 
Hematologic  Diseases  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title 
III,  Section  301  (Public  Law  78-4110,  as  amended:  42  USC  241)  and  administered  under  PHS  Grants  Policies  and 
Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


REDUCTION  IN  MORTALITY  AND  MORBIDITY  AMONG  HEHOOIALYSIS  PATIENTS:  PILOT  STUDY 

RFA  AVAILABLE:  DK-92-10 

P.T.  34;  K.W.  0745025,  0715075,  0710095,  0755015 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Letter  of  Intent  Receipt  Date:  February  7,  1992 
Applications  Receipt  Date:  March  13,  1992 

PURPOSE 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases,  National  Institute  of  Diabetes  and  Digestive  and 
Kidney  Diseases  (NIDDK)  announces  the  availability  of  a Request  for  Applications  (RFA)  for  cooperative 
agreements  to  carry  out  a pilot  clinical  trial  directed  toward  reducing  overall  mortality  and  morbidity  among 
the  hemodialysis  patient  population.  Areas  of  investigation  may  include  an  evaluation  of  different  modes  of 
dialysis  with  respect  to  patient  outcome.  For  instance,  one  objective  of  the  clinical  trial  could  be  to  assess 
the  effect  of  high-flux  hemodialysis  on  mortality  and  morbidity.  The  study  may  include  the  design  of  a 
comprehensive  and  uniform  program  of  high  quality  medical  care  for  control  of  blood  pressure,  lipid  levels,  and 
diabetes,  as  well  as  appropriate  nutrition  counseling  and  management  of  vascular  access. 

ELIGIBILITY 

Domestic  universities,  medical  colleges, 
including  State  and  local  government  units, 
are  encouraged.  Applications  from  foreign 
centers  will  be  selected  to  participate  in 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Reduction  in 
Mortality  and  Morbidity  Among  Hemodialysis  Patients:  Pilot  Study,  is  related  to  the  priority  area  of  diabetes 
and  chronic  disabling  diseases.  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report: 
Stock  No.  017-001-00473-1)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  01 7-001 -00473- 1 ) through  the 
Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 

RESEARCH  OBJECTIVES 

The  primary  purpose  of  this  RFA  is  to  initiate  a collaborative  pilot  study  of  hemodialysis  therapy  to 
investigate  the  modes  and  practices  of  hemodialysis  therapy  for  the  purpose  of  reducing  mortality  and  morbidity 
among  patients  with  end-stage  renal  disease.  The  pilot  study  will  test  the  feasibility  of  conducting  a 
full-scale  randomized  clinical  trial  in  an  adequately  sized  patient  population.  Patient  factors  such  as 
elevated  blood  pressure  and  lipid  levels,  diabetes,  vascular  access  site,  as  well  as  nutrition,  may  be  managed 
in  a uniform  manner  among  all  randomized  patients. 
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hospitals,  and  other  public  and  private  research  institutions, 
are  eligible.  Applications  from  minority  investigators  and  women 
institutions  will  not  be  considered  since  only  a small  number  of 
this  program. 


MECHANISM  OF  SUPPORT 


The  assistance  mechanism  used  to  support  the  study  is  the  cooperative  agreement  (U01),  which  is  similar  to  the 
traditional  NIH  research  grant.  The  cooperative  agreement  mechanism  is  an  award  instrument  establishing  an 
assistance  relationship  between  NIH  and  a recipient,  in  which  substantial  programmatic  involvement  is 
anticipated  between  NIH  and  the  recipient  during  performance  of  the  contemplated  activity. 

FUNDS  AVAILABLE 

It  is  anticipated  that  six  awards  (four  clinical  centers,  one  Data  Coordinating  Center,  and  one  Intervention 
Coordinating  Center)  will  be  made  under  this  RFA  for  a total  of  approximately  $1  million  (including  direct  and 
indirect  costs)  during  the  first  year.  The  funding  level  for  the  Clinical  Centers  will  be  approximately 
$100,000  in  total  cost  for  each  Clinical  Center,  approximately  $300,000  in  total  costs  for  the  Data  Coordinating 
Center,  and  approximately  $300,000  in  total  costs  for  the  Intervention  Coordinating  Center  per  year.  Funding 
is  expected  to  begin  in  September  1992;  total  support  for  the  project  will  be  for  30  months. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  or  adequately  represented 
in  the  study  populations  for  clinical  studies,  a specific  justification  for  this  exclusion  or  inadequate 
representation  must  be  provided.  Applicants  without  such  documentation  will  not  be  accepted  for  review. 

REVIEW  CONSIDERATIONS 

Upon  receipt,  applications  will  be  reviewed  by  NIDDK  staff  for  responsiveness  to  the  objectives  of  this  RFA. 
If  an  application  is  judged  unresponsive,  the  applicant  will  be  contacted  and  given  the  opportunity  to  withdraw 
the  application,  or  to  have  it  considered  for  the  investigator- ini tiated  research  grant  program.  If  the  number 
of  applications  is  large  compared  to  the  number  of  awards  to  be  made,  the  NIDDK  will  conduct  a preliminary 
scientific  peer  review  and  withdraw  applications  from  further  competition  if  they  are  judged  to  they  non- 
competitive for  award.  The  NIDDK  will  notify  the  applicant  and  institutional  official  of  this  action. 

Those  applications  judged  to  be  both  responsive  and  competitive  and  will  be  evaluated  further  for  scientific 
and  technical  merit  by  an  appropriate  peer  review  group  convened  by  the  Division  of  Extramural  Activities, 
NIDDK.  Subsequent  review  will  be  by  the  National  Diabetes  and  Digestive  and  Kidney  Diseases  Advisory  Council. 

APPLICATION  PROCEDURES 

The  research  grant  application  form  PHS  398  (rev.  10/88,  reprinted  9/89)  must  be  used  in  applying  for  these 
grants.  These  forms  are  available  at  most  institutional  business  offices  and  from  the  Office  of  Grants 
Inquiries,  Division  of  Research  Grants,  NIH,  5333  Westbard  Avenue,  Room  449,  Bethesda,  MD  20892,  telephone 
(301)  496-7441. 

INQUIRIES 

It  is  essential  that  potential  applicants  and  other  interested  individuals  contact  the  Clinical  Trials  Program 
Director,  NIDDK,  to  obtain  the  RFA  before  preparing  an  application.  Written  and  telephone  inquiries  are 
encouraged,  and  may  be  directed  to: 

John  W.  Kusek,  Ph.D. 

Clinical  Trials  Program  Director 

Division  of  Kidney,  Urologic  and  Hematologic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A04C 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-7133 

FAX:  (301)  402-0223 

For  fiscal  and  administrative  matters,  contact: 

Nancy  C.  Dixon 

Supervisory  Grants  Management  Specialist 
Grants  Management  Branch,  DEA 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  649B 
Bethesda,  MD  20892 
Telephone:  (301)  496-7467 

AUTHORITY  AND  REGULATIONS 

These  programs  are  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849  Kidney,  Urologic  and 
Hematologic  Diseases  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title 
III,  Section  301  (Public  Law  78-4110,  as  amended:  42  USC  241)  and  administered  under  PHS  Grants  Policies  and 
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Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 


INSTITUTIONAL  SHORT-TERM  TRAINING  FOR  MINORITY  STUDENTS  PROGRAM 

PA  AVAILABLE:  PA-92-17 

P.T.  44,  FF;  K.W.  0720005,  0710030,  0715040,  0715165,  0715032 

National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  January  6,  1992 
Application  Receipt  Date:  February  14,  1992 

The  National  Heart,  Lung,  and  Blood  Institute  (NHLBI)  announces  the  availability  of  the  second  competition  for 
the  Institutional  Short-Term  Training  for  Minority  Students  Program.  Copies  of  the  Program  Guidelines  are 
currently  available  from  staff  of  the  NHLBI  (listed  below). 

OBJECTIVES  OF  THE  AWARD 

(1)  To  bolster  the  exposure  of  minority  undergraduate  students,  graduate  students,  and  students  in  health 
professional  schools  to  opportunities  inherent  in  research  careers  in  areas  relevant  to  cardiovascular, 
pulmonary,  and  hematologic*  diseases. 

(2)  To  bolster  the  already  short  supply  of  minority  investigators  and  attract  highly  qualified  minority  students 
into  biomedical  and  behavioral  research  careers. 

* For  the  purposes  of  this  award,  the  term  "hematologic"  covers  research  on  thrombosis  and  hemostasis, 
immunohematology,  blood  cell  disorders,  sickle  cell  disease,  blood  resources  including  blood  component  and 
derivative  therapy,  blood  substitutes  and  blood  resource  management,  aspects  of  AIDS-products  in  AIDS  prevention 
and  treatment,  AIDS-related  bone  marrow  and  hematologic  disorders,  and  the  lymphoci rculatory  system. 

ELIGIBILITY 

Domestic  institutions  and  organizations,  including  minority  institutions,  engaged  in  health  related-research 
in  areas  pertaining  to  heart,  lung,  and  blood  disorders  may  apply  for  grants.  These  grants  will  support 
short-term  research  training  experiences  of  two  to  three  months  duration  for  minority  undergraduate  students, 
minority  students  in  health  professional  schools,  and  minority  graduate  students.  Trainees  appointed  to  the 
program  need  not  be  from  the  grantee  institution,  but  may  include  a number  of  minority  students  from  other 
institutions,  schools,  colleges,  and  universities.  Special  attention  must  be  given  to  the  recruitment  of 
individuals  from  minority  groups  that  are  underrepresented  nationally  in  the  biomedical  and  behavioral  sciences, 
i.e.,  African  American,  Hispanic  Americans,  Native  Americans,  Alaskan  Americans,  and  Pacific  Islanders. 

MECHANISM  OF  SUPPORT 

The  mechanism  of  support  is  the  institutional  National  Research  Service  Award  for  Short-term  Research  Training 
(T35)  for  students  in  health  professional  schools.  Institutions  may  request  up  to  five  years  of  support  for 
short-term  training  programs  for  at  least  four  and  not  more  than  24  trainees  per  year.  The  stipend  level  for 
trainees  is  $733  per  month.  Stipends  may  be  supplemented  from  non-Federal  funds.  Training-related  expenses 
up  to  $125  per  month  per  trainee  may  be  requested.  In  addition,  up  to  $700  per  trainee  may  be  requested  to 
cover  domestic  travel  to  and  from  the  training  site.  Trainee  tuition  and  fees,  where  necessary  to  the  research 
training,  must  be  covered  by  the  training-related  expenses.  Indirect  costs  will  be  awarded  based  on  eight 
percent  of  total  direct  costs  with  no  exclusions  from  the  base  for  training-related  expenses. 

REVIEU  OF  APPLICATIONS 

All  applications  responding  to  this  announcement  will  be  reviewed  for  scientific  and  technical  merit  by  the 
Research  Training  Review  Committee  of  the  Division  of  Extramural  Affairs,  NHLBI,  followed  by  a second  level 
review  by  the  National  Heart,  Lung,  and  Blood  Advisory  Council. 

LETTER  OF  INTENT 

Each  prospective  applicant  is  requested  to  forward  a letter  of  intent  that  includes  a descriptive  title,  the 
name  and  address  of  the  Program  Director,  the  names  and  key  investigators,  and  any  other  participating 
institutions.  Such  letters  are  requested  for  the  purposes  of  obtaining  an  indication  of  the  number  and  scope 
of  the  applications  to  be  reviewed.  A letter  of  intent  is  not  binding,  is  not  a requirement  of  submission,  and 
does  not  enter  into  the  review  of  the  application.  The  letter  of  intent  is  requested  by  January  6,  1992,  and 
is  to  be  addressed  to: 
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Scientific  Review  Administrator 
Research  Training  Review  Committee 
Division  of  Extramural  Affairs 
National  Heart,  Lung,  and  Blood  Institute 
National  Institutes  of  Health 
Westwood  Building,  Room  550 
Bethesda,  MD  20892 

TIMETABLE 

Letter  of  intent  (optional) 

Application  receipt  date: 

Scientific  review: 

Advisory  Council  review: 

Award  date: 


: January  6,  1992 
February  14,  1992 
May/June  1992 
September  10-11,  1992 
September  30,  1992 


Copies  of  the  Program  Guidelines  for  this  program  may  be  obtained  from  any  of  the  following: 

John  Fakunding,  Ph.D. 

Division  of  Heart  and  Vascular  Diseases 
National  Heart,  Lung,  and  Blood  Institute 
National  Institutes  of  Health 
Federal  Building,  Room  3C04 
Bethesda,  MD  20892 
Telephone:  (301)  496-1724 


Fann  Harding,  Ph.D. 

Division  of  Blood  Diseases  and  Resources 
National  Heart,  Lung,  and  Blood  Institute 
National  Institutes  of  Health 
Federal  Building,  Room  5A08 
Bethesda,  MD  20892 
Telephone:  (301)  496-1817 

Mary  Rei l ly,  M.S. 

Division  of  Lung  Diseases 

National  Heart,  Lung,  and  Blood  Institute 

National  Institutes  of  Health 

Westwood  Building,  Room  640A 

Bethesda,  MD  20892 

Telephone:  (301)  496-7668 

For  fiscal  and  administrative  matters  contact: 


Grants  Operations  Branch 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

National  Institutes  of  Health 

Westwood  Building,  Room  4A15C 

Bethesda,  MD  20892 

Telephone:  (301)  496-7255 

AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  Numbers  93.837,  93.838,  and  93.839. 
Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law 
78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal  Regulations  at  42  CFR 
Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  Health  Systems  Agency  review. 

ERRATUM 

NATIONAL  COOPERATIVE  DRUG  DISCOVERY  GROUPS  FOR  THE  TREATMENT  OF  OPPORTUNISTIC  INFECTIONS  ASSOCIATED  WITH 

ACQUIRED  IMMUNODEFICIENCY  SYNDROME 

RFA:  AI -91  - 15 

P.T.  34;  K.W.  0715008,  0715125,  0755025,  0710100 

National  Institute  of  Allergy  and  Infectious  Diseases 

Letter  of  Intent  Receipt  Date  (revised):  November  22,  1991 
Application  Receipt  Date:  January  16,  1992 
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1991 


The  National  Cooperative  Drug  Discovery  Groups  for  the  Treatment  of  Opportunistic  Infections  Associated  with 
Acquired  Immunodeficiency  Syndrome  (NCDDG-AIDS)  Request  for  Applications  (RFA)  (NIH  Guide  for  Grants  and 
Contracts  - Vol.  20,  No.  39,  October  18,  1991)  states  that  research  focusing  on  anti-folates  or  sulphonamides 
will  not  be  supported  under  this  RFA.  This  statement  is  amended  to  read:  With  the  exception  of  investigations 
involving  Cryptosporidium  parvum,  research  focusing  on  anti-folates  or  sulphonamides  will  not  be  supported  under 
this  RFA. 

In  an  effort  to  provide  potential  applicants  with  additional  time  to  prepare  brief  descriptions  of  proposed 
research,  the  receipt  date  for  the  requested  letter  of  intent  is  extended  to  November  22,  1991. 

Inquiries  concerning  this  RFA  may 

Barbara  Laughon,  Ph.D. 

Targeted  Drug  Discovery  Section 
Developmental  Therapeutics  Branch 
Division  of  AIDS 

National  Institute  of  Allergy  and 
6003  Executive  Blvd. 

Bethesda,  MD  20892 
Telephone:  (301)  496-8197 


MINORITY  DISSERTATION  RESEARCH  GRANTS  IN  AGING.  1992 

RFA:  AG-91-14 

P.T.  34,  FF;  K.W.  0710010,  0720005 
National  Institute  on  Aging 

Application  Receipt  Date:  March  11,  1992  (revised) 

This  Request  for  Applications  (RFA)  was  announced  in  the  NIH  Guide  to  Grants  and  Contracts,  Vol.  20,  No.  37, 
October  4,  1991.  The  application  receipt  date  has  been  extended  from  December  20,  1991  to  March  11,  1992. 

Small  grants  (R03)  to  support  doctoral  dissertation  research  will  be  available  in  1992  for  underrepresented 
minorities.  Grant  support  is  designed  to  aid  the  research  of  new  minority  investigators  and  to  encourage 
individuals  from  a variety  of  academic  disciplines  and  programs  to  study  problems  in  aging.  Specific  research 
topics  should  be  discussed  with  NIA.  The  interests  of  the  programs  are  given  in  the  RFA,  which  is  available 
from: 

Phyllis  B.  Eveleth,  Ph.D. 

Deputy  Associate  Director  and  Training  Officer 

Office  of  Extramural  Affairs 

National  Institute  on  Aging 

Gateway  Building,  Suite  218 

Bethesda,  MD  20892 

Telephone:  (301)  496-9322 


be  directed  to: 


Infectious  Diseases 


3 1496  00499  9234 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM 
STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS 
WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR  SHOWING  A STREET 
ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 


5333  Westbard  Avenue 
Bethesda,  MD  20816 


HAPPY  THANKSGIVING  FROM  NIH 
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NOTICES 


NOTICE  OF  REGIONAL  MEETINGS 

P.T . 42;  K.W.  1014006,  1014002 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH)  has  been  engaged  in  a strategic  planning  process  aimed  at  developing 
the  Agency's  first  corporate  long-range  Strategic  Plan.  The  purpose  of  the  NIH  Strategic  Plan  is  to:  (1) 
identify  areas  of  research  that  promise  extraordinary  dividends  for  the  Nation's  future  health,  (2)  nurture  the 
intellectual  base  of  biomedical  research  and  the  conditions  that  lead  to  breakthroughs  on  the  cutting  edge  of 
science,  and  (3)  provide  approaches  for  addressing  broad  administrative  and  science  policy  issues  that  affect 
the  ability  of  the  NIH  to  carry  out  its  mandate.  The  Strategic  Plan  incorporates  the  ideas  of  all  the 
organizational  components  of  the  NIH  as  well  as  the  research  components  of  the  Alcohol,  Drug  Abuse,  and  Mental 
Health  Administration  (ADAMHA). 

The  NIH  will  convene  two  regional  meetings  to  provide  a forum  for  the  extramural  community  to  comment  on  the 
draft  Strategic  Plan  before  it  is  finalized.  The  first  meeting  will  take  place  on  February  12,  1992,  at 
Occidental  College,  Los  Angeles,  California,  and  will  be  co-hosted  by  Occidental  College  and  the  Charles  R.  Drew 
University  of  Medicine  and  Science.  The  second  meeting  will  be  held  on  February  25,  at  the  University  of 
Connecticut  Health  Center,  Farmington,  Connecticut. 

Each  of  the  regional  meetings  will  be  of  one  day  duration,  beginning  at  9 a.m.  and  ending  at  3 p.m.  The 
meetings  will  begin  with  the  NIH  Director  presenting  an  overview  of  the  NIH  Strategic  Plan.  Immediately 
afterwards,  representatives  of  concerned  organizations  and  institutions  will  be  invited  to  present  testimony 
before  a panel  of  senior  NIH  officials,  to  be  chaired  by  the  Director,  NIH.  Due  to  time  constraints,  it  would 
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be  appreciated  if  only  one  representative  from  each  organization  would  present  testimony;  oral  presentations 
will  be  limited  to  five  minutes.  Written  testimony  may  be  any  length  and  should  include  a brief  description 
of  the  organization  presenting.  Testimony  will  be  scheduled  based  upon  when  notification  of  intent  to  present 
testimony  is  received.  If  the  number  of  organizations  that  want  to  present  oral  testimony  exceeds  the  time 
available  on  the  agenda,  the  individual  written  statements  will  serve  as  testimony  presented.  All  testimony, 
whether  oral  or  written,  will  form  a part  of  the  official  record  of  the  NIH  Strategic  Plan. 

If  you  or  others  from  your  organization  who  plan  to  attend  one  of  these  regional  meetings  have  any  special  needs 
that  require  assistance,  please  inform  the  office  listed  below.  If  you  have  questions  concerning  either  of  the 
two  regional  meetings,  please  contact  Ms.  Mary  Demory  (301)  496-1454. 

If  you  will  be  attending,  one  of  the  regional  meetings  or  if  your  organization  would  like  to  testify  before  the 
NIH  panel,  please  provide  the  name,  title,  institution,  telephone  number,  and  mailing  address  of  the  individual 
attending.  Indicate  which  regional  meeting  and  whether  or  not  testimony  will  be  presented.  The  requested 
information  is  to  be  sent  by  mail  or  facsimile  no  later  than  December  16,  1991  to: 

NIH  Strategic  Plan  Regional  Meetings 

c/o  Dr.  Jay  Moskowi tz 

NIH,  Building  1,  Room  103 

9000  Rockvi lie  Pike 

Bethesda,  MD  20892 

FAX:  (301)  402-1759 

A copy  of  the  Draft  NIH  Strategic  Plan  and  additional  information  will  be  sent  prior  to  the  regional  meetings 
to  participants  attending  and/or  testifying. 

NAT I DUAL  WORKSHOPS  ON  THE  PROTECTION  OF  HUMAN  SUBJECTS 

P.T.  42;  K.W.  0783005 

National  Institutes  of  Health 
Food  and  Drug  Administration 

The  National  Institutes  of  Health  (NIH)  and  the  Food  and  Drug  Administration  (FDA)  are  sponsoring  a series  of 
workshops  on  the  responsibilities  of  researchers.  Institutional  Review  Boards  (IRBs),  and  institutional 
officials  for  the  protection  of  human  subjects  in  research.  The  workshops  are  open  to  everyone  with  an  interest 
in  research  involving  human  subjects.  The  meetings  should  be  of  special  interest  to  those  persons  currently 
serving  or  about  to  begin  serving  as  a member  of  an  IRB.  Issues  discussed  at  these  workshops  are  relevant  to 
all  other  Public  Health  Service  agencies.  The  current  schedule  includes  the  following: 

WEST  COAST  WORKSHOP 

DATES:  January  23  and  24,  1992  (REVISED  DATES) 

WORKSHOP  SITE:  Los  Angeles,  CA 
SPONSORS: 

University  of  Southern  California 
Los  Angeles,  CA  90089-4014 

California  State  University  - Los  Angeles 
5151  State  University  Drive 
Los  Angeles,  CA  90032-8202 

REGISTRATION  CONTACT: 

Ms.  Li ly  Patterson 

Assistant  to  the  Director 

Research  and  Sponsored  Programs 

California  State  University  - Los  Angeles 

5151  State  Universi ty  Drive 

Los  Angeles,  CA  90032-8202 

Telephone:  (213)  343-3820 

TOPIC:  Whose  Research  is  it  Anyway?  A Workshop  on  the  Protection  of  Human  Subjects  in  Research 

SOUTH  MIDWESTERN  WORKSHOP 

DATES:  February  20  and  21,  1992 

WORKSHOP  SITE:  San  Antonio,  TX 

SPONSORS: 

University  of  Texas  Health  Science  Center  at  San  Antonio 

7703  Floyd  Curl  Drive 

San  Antonio,  TX  78284-7972 
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St.  Hary's  University 
One  Camino  Santa  Maria 
San  Antonio,  TX  78228-8572 

REGISTRATION  CONTACT: 

Ms.  Angie  Khan 

Institutional  Coordinator  of  Research  Review 
University  of  Texas  Health  Science  Center  at  San  Antonio 
7703  Floyd  Curl  Drive  (Room  402L) 

San  Antonio,  TX  78284-7972 
Telephone:  (512)  567-2351 

TOPIC:  Identifying  and  Assessing  Risks  in  Human  Subject  Research 

For  further  information  regarding  these  workshops  and  future  NIH/FDA  National  Protection  of  Human  Subjects 
Workshops,  please  contact: 

Ms.  Darlene  Marie  Ross 

Executive  Assistant  for  Education 

Division  of  Human  Subject  Protections 

Office  for  Protection  from  Research  Risks 

National  Institutes  of  Health 

9000  Rockville  Pike 

Building  31,  Room  5B59 

Bethesda,  MD  20892 

Telephone:  (301)  496-8101 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 


UNITED  STATES  RENAL  DATA  SYSTEM 

RFP  AVAILABLE:  N I H - N IDDK-92-2 

P.T.  34;  K.W.  0755018,  0780030,  1010013,  0785055 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

The  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  (NIDDK),  Division  of  Kidney,  Hematology 
and  Urology  (DKUH)  has  a requirement  to  continue  the  Coordinating  Center  (CC)  for  the  United  States  Renal  Data 
System  (USRDS).  The  CC,  in  coordination  with  the  NIDDK  and  the  Health  Care  Financing  Administration  (HCFA), 
shall  provide  the  medical,  biostatistical , epidemiological,  data  management,  and  analytical  expertise  to 
maintain  and  update  the  database.  Equally  important  functions  of  the  CC  will  be  the  coordination,  scientific 
management,  development,  and  expansion  of  the  database,  data  analysis,  preparation,  and  release  of  subset(s) 
of  the  database  to  support  investigator- initiated  research,  and  publications  of  papers  and  reports  of  scientific 
findings  based  on  USRDS  data.  This  program  will  be  undertaken  through  the  joint  efforts  of  the  NIDDK/DKUH  and 
the  HCFA  Bureau  of  Data  Management  and  Strategy,  Health  Standards  and  Quality  Bureau,  and  the  ESRD  Networks  or 
equivalent  system  in  close  collaboration  with  the  United  States  nephrology  and  renal  transplant  communities  and 
the  major  specialty  organizations. 

The  Request  for  Proposals  (RFP)  NIH-NIDDK-92-2  will  be  released  on  or  about  November  29,  1991,  with  a closing 
date  on  or  about  March  31,  1992.  To  receive  a copy  of  this  RFP,  supply  this  office  with  two  self  addressed 
mailing  labels  and  cite  the  RFP  number  referenced  above.  Requests  must  be  in  writing  and  addressed  to: 

Patrick  M.  Sul livan 

Contracting  Officer,  Contracts  Management  Branch 
National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  602 
Bethesda,  MD  20892 

This  advertisement  does  not  commit  the  Government  to  make  an  award. 

RESEARCH  ON  PHARMACOLOGIC  TREATMENTS  FOR  ALCOHOLISM 

RFA  AVAILABLE:  AA-92-01 

P.T.  34;  K.W.  0404003,  0710100,  0740020 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Application  Receipt  Date:  April  3,  1992 

PURPOSE 

Development  of  new  medications  for  the  treatment  of  brain  and  behavior  disorders  is  a priority  of  the  Alcohol, 
Drug  Abuse, and  Mental  Health  Administration  (ADAMHA) . As  part  of  this  initiative,  the  National  Institute  on 
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Alcohol  Abuse  and  Alcoholism  (NIAAA)  is  seeking  applications  for  grants  in  the  area  of  clinical  pharmacological 
treatments  for  alcoholism.  The  Request  for  Applications  (RFA),  available  from  the  program  administrators  listed 
below,  briefly  discusses  current  knowledge  on  pharmacologic  therapies,  some  specific  research  questions  under 
each  topic,  broader  issues  that  "cut  across"  pharmacotherapy  in  the  treatment  of  alcoholism,  key  study  design 
considerations,  procedures  for  submission  and  review  of  grant  applications,  and  terms  and  conditions  for  grant 
support.  The  RFA  deals  with  a range  of  pharmacological  agents  at  various  stages  of  research  development, 
ranging  from  preclinical  research  and  development  to  Food  and  Drug  Administration  (FDA)  approval. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  Research  on 
Pharmacologic  Treatments  for  Alcoholism,  is  related  to  the  priority  area  of  alcohol  abuse  reduction.  Potential 
applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001 -00474-0,  or  Summary 
Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office, 

Washington,  DC  20402-9325  (telephone  202-783-3238). 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic  and  foreign,  nonprofit  and  for-profit  public  and  private  organizations 
such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible 
agencies  of  the  Federal  Government.  Women  and  minority  investigators  are  encouraged  to  apply. 

MECHANISMS  OF  SUPPORT 

Research  support  may  be  requested  through  applications  for  an  individual  research  grant  (R01),  small  grant 
(R03),  First  Independent  Research  Support  and  Transition  (FIRST)  Award  (R29),  and  exploratory/developmental 
grants  (R21).  Applicants  who  are  interested  in  applying  for  a FIRST  Award  (R29),  Exploratory/Developmental 
Grant  (R21),  or  Small  Grant  (R03)  may  request  additional  information  about  these  funding  mechanisms  from  the 
National  Clearinghouse  for  Alcohol  and  Drug  Information,  P.O.  Box  2345,  Rockville,  MD  20852,  telephone  (301) 
468-2600. 

AVAILABILITY  OF  FUNDS 

In  FY  1992,  it  is  anticipated  that  approximately  $2,300,000  will  be  available  to  support  approximately  10  to 
20  new  grants,  depending  on  the  mechanism  of  support,  under  this  RFA.  This  level  of  support  is  dependent  on 
the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided 
for  in  the  financial  plans  of  the  NIAAA,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent  upon  the 
availability  of  funds  for  this  purpose. 

BACKGROUND  AND  AREAS  OF  RESEARCH 

Over  the  past  decade,  research  activity  on  the  pharmacological  treatment  of  alcohol  dependency  has  burgeoned 
(Litten  and  Allen,  1991).  As  a result,  many  types  of  pharmacological  agents  have  been  employed  in  the  various 
situations  encountered  in  clinical  practice.  The  pharmacological  agents  for  managing  the  clinical  events  can 
be  divided  into  the  following  categories  (Liskow  and  Goodwin,  1987): 

Anti  craving  agents 
Aversive  agents 

Agents  to  treat  acute  alcohol  withdrawal 

Agents  to  treat  the  protracted  withdrawal  syndrome 

Agents  to  diminish  drinking  by  treating  associated  psychiatric  pathology 

Agents  to  decrease  drinking  by  treating  associated  drug  abuse 

Agents  to  induce  sobriety  in  intoxicated  individuals  (amethystic  agents) 

Research  is  needed  to  resolve  questions  within  each  of  these  classes  of  pharmacological  agents.  Research  is 
also  needed  to  address  general  questions  that  transcend  specific  pharmacological  classes.  The  following 
provides  a background  on  each  of  the  classes  of  pharmacological  agents  listed,  describes  general,  cross-cutting 
research  issues  in  the  area  of  pharmacotherapy,  and  identifies  some  specific  research  questions.  The  discussion 
of  any  agent  within  this  announcement  is  not  to  be  considered  a comprehensive  appraisal  of  its  effectiveness 
nor  an  endorsement  of  its  suitability  for  clinical  trial. 

GENERAL  RESEARCH  QUESTIONS  IN  PHARMACOTHERAPY 

Even  though  research  efforts  on  alcoholism  treatment  have  expanded  over  the  past  decade,  a wide  range  of  general 
research  questions  remain  in  developing  effective  alcoholism  treatments  that  employ  pharmacotherapeutic  agents. 
These  include: 

o What  are  the  precise  conditions  that  are  amenable  to  pharmacological  interventions?  How  can  psychosocial 
and  behavioral  interventions  be  integrated  with  pharmacotherapy  to  enhance  treatment  outcome?  What  should  be 
the  short-and  long-term  goals  of  these  interventions? 

o What  psychological  and  biomedical  variables  are  associated  with  responsiveness  to  alcoholism  medications  in 
general  and  specific  agents  or  classes  of  agents? 
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o Is  the  concept  of  matching  specific  treatments  to  different  aspects  of  alcoholism  (e.g.,  alcohol  subtypes, 
comorbid  psychopathology,  and  primary  versus  secondary  alcoholism)  more  efficacious  than  a more  generalized 
medicational  approach  to  treatment? 

o Does  collateral  pharmacological  treatment  enhance  or  detract  from  participation  in  traditional  alcoholism 
treatment  and  sobriety  support  groups? 

o What  are  the  most  effective  research/statistical  methodologies  for  conducting  pharmacologic  research  on 
alcoholism  treatment? 

o How  can  alcohol  abuse  phenomena  be  quantified  to  assess  more  precisely  the  impact  of  psychopharmacological 
agents? 

o How  can  treatment  compliance  be  measured  during  pharmacotherapy? 
o What  are  the  long-range  effects  of  pharmacotherapy? 

STUDY  DESIGN  CONSIDERATIONS 

Well-designed  studies  need  to  be  conducted  to  answer  research  questions  such  as  those  listed  above.  These 
studies  must  include  the  use  of  appropriate  control  groups  (i.e.,  double  blind  studies)  with  adequate  sample 
sizes  and  employment  of  proper  statistical  analyses.  In  addition,  all  treatment  interventions  must  be 
specified.  Although  developmental  projects  may  employ  highly  homogeneous  samples  in  a single  setting,  it  is 
desirable  in  later-stage  research  to  include  greater  heterogeneity  in  samples  and  sites.  Finally,  efficacy 
studies  need  to  measure  compliance  and  adequately  verify  self-reports. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  ADAMHA  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study 
populations,  a specific  and  compelling  justification  for  this  exclusion  must  be  provided.  Applications  that 
do  not  include  women  and  minorities  and  that  are  without  such  documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCESS 

Applicants  must  use  the  grant  application  form  PHS  398  (rev.  10/88).  The  number  and  title  of  this  RFA, 
"AA-92-01,  Research  on  Pharmacologic  Treatments  for  Alcoholism,"  must  be  typed  in  item  2 on  the  face  page  of 
the  PHS  398  application  form. 

When  using  the  PHS  398  application  form  to  respond  to  an  RFA,  applicants  must  staple  the  RFA  label,  printed  in 
the  application  kit,  to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could  result  in  delayed 
processing  of  the  application,  such  that  it  may  not  reach  the  review  committee  in  time  for  review. 

The  signed  original  and  five  permanent  legible  copies  of  the  completed  application  should  be  sent  to: 

Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892  ** 

In  addition,  one  copy  must  be  sent  directly  to: 

Office  of  Scientific  Affairs 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 
Parklawn  Building,  Room  16C-20 
Rockville,  MD  20857 
Telephone:  (301)  443-4375 

INQUIRIES 

Potential  applicants  are  encouraged  to  request  a copy  of  the  RFA  and  may  contact  the  individuals  listed  below 
for  consultation  in  preparing  an  application  under  this  RFA.  Direct  inquiries  regarding  to  program  issues  to: 

Division  of  Clinical  and  Prevention  Research 

Raye  Z.  Litten,  Ph.D. 

Treatment  Research  Branch 

Division  of  Clinical  and  Prevention  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  14C-20 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-0796 
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1991 


Division  of  Basic  Research 


Walter  Hunt,  Ph.D. 

Chief,  Neuroscience  and  Behavioral  Research  Branch 
Division  of  Basic  Research 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  16C-03 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4223 

Direct  inquiries  regarding  fiscal  matters  to: 

Ms.  Elsie  Fleming 

Grants  Management  Branch 

Office  of  Planning  and  Resource  Management 

National  Institute  on  Alcohol  Abuse  and  Alcoholism 

Parklawn  Building,  Room  16-86 

5600  Fishers  Lane 

Rockville,  MD  20857 

Telephone:  (301)  443-4703 

REVIEW  PROCESS 

The  Division  of  Research  Grants,  NIH,  serves  as  a central  point  for  receipt  of  applications  for  most 
discretionary  PHS  grant  programs.  Applications  received  under  this  RFA  will  be  assigned  to  an  Initial  Review 
Group  (IRG)  convened  by  the  NIAAA  in  accordance  with  established  PHS  Referral  Guidelines.  The  IRG,  consisting 
primarily  of  non-Federal  scientific  and  technical  experts,  will  review  the  applications  for  scientific  and 
technical  merit.  Notification  of  the  review  recommendations  will  be  sent  to  the  applicant  after  the  initial 
review.  Applications  will  receive  a second-level  review  by  the  National  Advisory  Council  on  Alcohol  Abuse  and 
Alcoholism,  whose  review  may  be  based  on  policy  considerations  as  well  as  scientific  merit.  Only  applications 
recommended  for  consideration  by  the  Council  will  be  considered  for  funding. 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.273.  Awards  are  made  under  the 
authority  of  Sections  301  and  510  of  the  Public  Health  Service  Act,  as  amended  (42  USC  241  and  290bb) . Federal 
regulations  at  42  CFR  Part  52,  "Grants  for  Research  Projects,"  and  Title  45  CFR  Parts  74  and  92,  generic 
requirements  concerning  the  administration  of  grants,  are  applicable  to  these  awards.  This  program  is  not 
subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

ONGOING  PROGRAM  ANNOUNCEMENTS 

RESEARCH  ON  HAIR  TESTING  FOR  DRUGS  OF  ABUSE 

PA  AVAILABLE:  PA-92-18 

P.T.  34;  K.W.  1003008,  0404009,  0710100 

National  Institute  on  Drug  Abuse 

PURPOSE 

The  goals  of  this  program  for  which  a program  announcement  is  now  available  from  the  contact  named  below,  are 
to  encourage  systematic  research  on  the  use  of  hair  testing  to  detect  drugs  of  abuse  in  an  accurate  and  reliable 
manner  and  to  develop  the  necessary  procedures  and  safeguards.  The  purpose  is  to  provide  the  scientific  basis 
to  enable  the  routine  use  of  such  testing  in  workplace  situations,  epidemiological  studies,  studies  of  the 
behavioral  effects  and  medical  consequences  of  chronic  drug  use,  maternal  and  fetal  studies,  and  other 
applications.  Specific  areas  of  interest  discussed  are:  pharmacological  studies,  analytical  studies,  and 
cost/benefit  studies. 

RESEARCH  OBJECTIVES 

The  National  Institute  on  Drug  Abuse  (NIDA)  is  interested  in  exploring  the  pharmacokinetics  of  drugs  in  hair 
and  some  of  the  factors  that  would  influence  variability  in  these  processes.  Studies  are  encouraged  that  will 
identify  the  mechanisms  by  which  drugs  of  abuse  are  incorporated  into  hair;  the  relationship  between  the  amount 
of  drug  used  and  the  concentration  of  the  drug  or  its  metabolites  in  hair;  the  relationship  of  hair 
incorporation  to  urine  elimination;  the  minimum  dose  required  to  produce  a positive  result;  the  time  interval 
between  drug  use  and  appearance  of  drug  in  the  hair  shaft;  the  in  situ  stability  .chemical  and  positional,  of 
drugs;  the  variability  of  drug  incorporation  and  retention  in  hair  according  to  race,  age,  sex,  and  other 
individual  differences;  the  extent  to  which  externally  applied  drugs  (whether  by  sweat,  glandular  secretions 
or  environmental  exposure)  are  retained  in  hair;  the  effect  of  various  washing  and  hair  treatment  procedures 
on  the  removal  of  externally  applied  drugs  and  internally  incorporated/bound  drugs. 
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This  program  encourages  research  aimed  at  evaluating  existing  methods  or  the  development  of  new  methodologies 
for  the  detection  of  drugs  of  abuse  in  hair  specimens.  Validation  of  these  analytical  techniques  by  assessing 
their  accuracy,  precision,  sensitivity,  and  specificity  and  identifying  ways  to  establish  appropriate  cutoffs 
that  define  potentially  false-positive  or  false-negative  results  for  either  screening  or  confirmation  procedures 
is  strongly  encouraged  through  this  initiative.  Research  endeavors  aimed  at  the  development  of  reference 
materials  for  hair  testing  are  also  of  interest  to  NIDA.  Studies  are  encouraged  that  deal  with  sample 
preparation  including  those  that  relate  to  the  effectiveness  of  various  washing  procedures  in  removing 
externally  and/or  internally  bound  drug  and  the  effectiveness  of  various  sample  preparation  techniques. 

The  biggest  costs  of  hair  analysis  are  labor  intensive  preparation,  handling,  and  analysis  techniques. 
Instrumentation  is  an  additional  factor.  Cost/benefit  studies  that  compare  drug  testing  using  hair  specimens 
with  those  using  body  fluids,  such  as  urine  or  blood,  would  be  extremely  useful.  Benefits  of  hair  testing, 
including  its  non- invasiveness  and  the  historical  information  it  may  provide,  must  be  weighed  against  potential 
costs. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  program  announcement. 
Research  on  Hair  Testing  for  Drugs  of  Abuse,  is  related  to  the  priority  area  of  alcohol  and  other  drugs. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-  1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone:  202-783-3238). 

MECHANISM  OF  SUPPORT 

Mechanisms  of  support  included  under  this  announcement  are  limited  to  Research  Project  Grants  (R01).  Annual 
awards  will  be  made  subject  to  continued  availability  of  funds  and  progress  achieved. 

ELIGIBILITY 

Applications  may  be  submitted  by  public  and  private  non-profit  and  for-profit  organizations  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Women  and  minority  investigators  are  encouraged  to  apply. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

APPLICATION  PROCEDURES 

Applicants  must  use  the  research  grant  application  form  PHS  398  (rev.  10/88).  Support  may  be  requested  for  a 
period  of  up  to  five  years  (renewable  for  subsequent  periods).  A competing  supplemental  application  may  be 
submitted  during  an  approved  period  of  support  to  expand  the  scope  of  protocol  of  a project  during  the  approved 
period.  A competing  continuation  ( i . e . , renewal)  application  may  be  submitted  before  the  end  of  an  approved 
period  of  support  to  continue  a project. 


RECEIPT  AND  REVIEW  SCHEDULE 


Receipt  Dates 

Initial 

Advi sory 
Counci l 

Earliest 

New/Renewal 

Revi ew 

Review 

Start  Date 

Jun  1/Jul  1* 

Oct/Nov 

Jan/ Feb 

Apr 

Oct  1/Nov  1* 

Feb/Mar 

May/ Jun 

Jul 

Feb  1/Mar  1* 

May/ Jun 

Sep/Oct 

Dec 

* Competing  continuation,  supplemental,  and  revised  applications  are  to  be  submitted  by  these  dates. 

REVIEW  PROCESS  AND  CRITERIA 

Applications  received  under  this  announcement  will  be  assigned  to  an  Initial  Review  Group  (IRG)  consisting 
primarily  of  non-Federal  scientific  and  technical  experts.  Applications  will  receive  a second-level  review  by 
the  appropriate  National  Advisory  Council.  Criteria  for  scientif ic/technical  merit  review  of  applications  will 
include  the  following:  significance  and  originality  from  a scientific  or  technical  standpoint  of  the  goals  of 
the  proposed  research;  adequacy  of  the  methodology  proposed  to  carry  out  the  research;  feasibility  of  the 
proposed  research;  qualifications  and  research  experience  of  the  Principal  Investigator  and  other  key  research 
personnel;  and  adequacy  of  provisions  for  the  protection  of  human  subjects  and  the  welfare  of  animal  subjects, 
as  applicable. 
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AWARDS 


Applications  recommended  for  approval  by  the  appropriate  National  Advisory  Council  will  be  considered  for 
funding  on  the  basis  of  overall  scientific  and  technical  merit  of  the  research  as  determined  by  peer  review. 
Institute  program  needs  and  balance,  and  availability  of  funds. 

INQUIRIES 

Further  information  and  consultation  on  this  program  announcement  may  be  obtained  from: 

Robert  L.  Stephenson  II,  M.P.H. 

Division  of  Applied  Research 
National  Institute  on  Drug  Abuse 
Parklawn  Building,  Room  9A-53 
5600  Fishers  Lane 
Rockville,  MD  20857 
Telephone:  (301)  443-6780 

A copy  of  the  complete  program  announcement  may  be  obtained  from: 

Grants  Management  Branch,  OPRM 
National  Institute  on  Drug  Abuse 
5600  Fishers  Lane,  Room  8A-54 
Rockville,  MD  20857 
Telephone:  (301)  443-6710 

Questions  on  fiscal  or  grant  management  issues  may  also  be  directed  to  this  office. 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  Catalog  of  Federal  Domestic  Assistance  No.  93.279.  Grants  will  be  awarded  under 
the  authority  of  sections  301  and  515  of  the  Public  Health  Service  Act,  as  amended  (42  USC  241  and  290cc)  and 
administered  in  accordance  with  the  PHS  Grants  Policy  Statement  and  Federal  regulations  at  42  CFR  Part  52  and 
45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order 
12372  or  Health  Systems  Agency  review. 

SMALL  INSTRUMENTATION  GRANTS  PROGRAM 

PA:  PA-92-19 

P.T.  34;  K.W.  0735000,  1002024,  0735015,  1014001 
National  Institutes  of  Health 
Application  Receipt  Date:  February  12,  1992 
BACKGROUND 

The  appropriations  for  the  National  Institutes  of  Health  (NIH)  for  Fiscal  Year  (FY)  1987  included,  for  the  first 
time  funds  for  grants  to  purchase  small  instruments  costing  between  $5,000  and  $60,000.  This  action  was  in 
response  to  several  studies  of  the  problem  of  obsolete  biomedical  research  instrumentation  that  indicate  that 
the  state  of  biomedical  research  instrumentation  had  seriously  eroded  over  the  previous  ten  years  and  that  this 
situation  was  retarding  the  progress  of  biomedical  research. 

Approximately  $5  million  will  be  available  from  the  NIH  in  FY  1992  for  small  instrumentation  grants. 
ELIGIBILITY  AND  TERMS  OF  AWARD 

Each  institution  that  received  $21,608  or  less  in  support  under  the  Biomedical  Research  Support  Grant  (BRSG) 
Program  in  FY  1991  and  currently  has  active  NIH  research  grant  support  is  eligible  to  apply.  Only  one 
application  may  be  submitted  from  each  eligible  institution  or  organizational  component.  Each  institution  may 
establish  its  own  procedures  for  identifying  equipment  requests  to  be  included. 

The  small  instrumentation  award  will  be  restricted  to  the  purchase  of  equipment  costing  between  $5,000  and 
$60,000.  Awards  will  be  made  on  or  before  September  30,  1992.  The  amount  of  the  award  will  be  based  upon  a 
percentage  of  the  institution's  research  grants  base  for  FY  1991  or  $5,000,  whichever  is  greater. 

Specific  funding  decisions  will  depend  on  available  funds  and  the  appropriateness  of  the  request  to  the  active 
projects.  Institutions  will  be  notified  of  the  maximum  amount  for  which  they  may  apply. 

METHOD  OF  APPLYING 

Letters  of  instructions  to  eligible  institutions  will  be  mailed  on  or  about  November  28,  1991. 

Completed  applications  must  be  received  by  February  12,  1992. 
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Investigators  interested  in  participating  in  their  institution's  application  must  contact  the  institution's  BRSG 
Program  Director.  Institutional  officials  who  expect  to  be  involved  in  preparing  an  application  are  requested 
to  review  the  letter  of  instructions  prior  to  contacting  the  N I H . 

For  additional  information  contact: 

Office  of  Research  Training  and  Special  Programs 

Office  of  Extramural  Programs 

National  Institutes  of  Health 

Building  31,  Room  5B44 

Bethesda,  MD  20892 

Telephone:  (301)  496-1968 

AUTHORITY  AND  REGULATIONS 

Grants  will  be  available  under  the  authority  of  and  administered  in  accordance  with  the  PHS  Grants  Policy 
Statement  and  Federal  regulations  at  42  CFR  52  and  42  USC  241. 

CENTERS  FOR  RESEARCH  ON  MENTAL  HEALTH  SERVICES  FOR  CHILDREN  AND  ADOLESCENTS 

PA  AVAILABLE:  PA-92-20 

P.T.  04,  AA;  K.U.  0715095,  0730050,  0403001 

National  Institute  of  Mental  Health 

PURPOSE 

The  National  Institute  of  Mental  Health  (NIMH)  announces  the  availability  of  support  for  Centers  on  Research 
on  Mental  Health  Services  for  Children  and  Adolescents  to  develop  multidisciplinary  research  to  improve  the 
organization,  financing,  delivery,  effectiveness,  and  outcomes  of  mental  health  services  for  children  and 
adolescents. 

This  announcement  addresses  one  of  the  major  goals  set  forth  in  The  National  Plan  for  Research  on  Child  and 
Adolescent  Mental  Disorders.  It  also  complements  the  NIMH  program  announcement.  Implementation  of  the  National 
Plan  for  Research  on  Child  and  Adolescent  Mental  Disorders,  available  from  NIMH,  Room  9-95,  5600  Fishers  Lane, 
Rockville,  MD  20857;  telephone:  (301)  443-4673. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  Potential  applicants  may 
obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-  001-00473-0)  or  "Healthy  People  2000" 
(Summary  Report:  Stock  No.  017-001 -00473-1 ) through  the  Superintendent  of  Documents,  Government  Printing  Office, 
Washington,  DC  20042-9325  (telephone:  202-783-3238).  This  announcement  is  responsive  to  the  Healthy  People 
2000  Objectives  in  the  areas  of  suicide  attempts  among  adolescents  (6.2),  mental  disorders  among  children  and 
adolescents  (6.3),  and  assessment  by  primary  care  providers  of  children's  and  adolescents'  cognitive,  emotional, 
and  parent-child  functioning  with  appropriate  counseling,  referral,  and  followup  (6.4). 

ELIGIBILITY 

Applications  may  be  submitted  by  any  public  and  private,  nonprofit  and  for-profit  organizations  such  as 
universities,  colleges  hospitals,  laboratories,  units  of  State  and  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Uomen  and  minority  investigators  are  encouraged  to  apply. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  ADAMHA  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study 
populations,  a specific  and  compelling  justification  for  this  exclusion  must  be  provided.  Applications  that 
do  not  include  women  and  minorities  and  that  are  without  such  documentation  will  not  be  accepted  for  review. 

Applicants  should  also  be  aware  that  the  Department  of  Health  and  Human  Services  has  regulations  for  the 
protection  of  human  subjects  and  has  developed  additional  regulations  for  the  protection  of  children.  A copy 
of  these  regulations,  45  CFR  46,  Protection  of  Human  Subjects,  is  available  from  the  Office  for  Protection  from 
Research  Risks,  National  Institutes  of  Health,  Building  31,  Room  5B59,  Bethesda,  MD  20892. 

METHOD  OF  APPLYING 

Applications  will  be  received  under  the  usual  PHS  receipt  and  review  schedule.  To  be  considered  for  fiscal  year 
1992  funding,  applications  must  be  complete  and  must  be  submitted  by  February  1,  1992. 

All  research  applicants  must  use  the  grant  application  form  PHS  398  (rev.  10/88).  Support  may  be  requested  for 
a period  of  up  to  five  years.  Annual  awards  will  be  made  subject  to  continued  availability  of  funds  and 
progress  achieved.  A competing  supplemental  application  may  be  submitted  during  an  approved  period  of  support 
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to  expand  the  scope  or  protocol  of  a project  during  the  approved  period.  A competing  continuation  ( i . e . , 
renewal)  application  may  be  submitted  before  the  end  of  an  approved  period  of  support  to  continue  a project. 

Grant  funds  may  be  used  for  expenses  clearly  related  and  necessary  to  conduct  research  projects,  including 
direct  costs  that  can  be  specifically  identified  with  the  project  and  allowable  indirect  costs  of  the 
institution.  Funds  may  not  be  used  to  establish,  add  a component  to,  or  operate  a treatment,  rehabilitation, 
or  prevention  intervention  service  program.  Support  for  research-related  treatment,  rehabilitation,  or 
prevention  services  and  programs  may  be  requested  only  for  costs  required  by  the  research.  These  costs  must 
be  justified  in  terms  of  research  objectives,  methods,  and  designs  that  promise  to  yield  general i zable  knowledge 
and/or  make  significant  contribution  to  theoretical  concepts. 

REVIEW  PROCEDURES 

Applications  will  be  reviewed  by  an  initial  review  group  ( IRG)  primarily  consisting  of  non-Federal  scientific 
and  technical  experts.  Applications  will  receive  a second-level  review  by  the  appropriate  Advisory  Council 
based  on  policy  considerations  and  scientific  merit.  Only  applications  recommended  for  approval  by  Council  may 
be  considered  for  funding. 

Preference  will  be  given  to  projects  consistent  with  the  NIMH  Public-Academic  Liaison  initiative  (bringing 
together  public  sector  service  providers  and  academic  researchers),  projects  involving  high-risk  populations 
(e.g.,  homeless  children  and  adolescents,  and  those  with  severe  mental  disorders),  and  projects  that  include 
females  and  minorities  in  study  groups. 

INQUIRIES 

Applicants  are  strongly  encouraged  to  contact  the  office  listed  below.  Copies  of  the  full  program  announcement 
and  additional  information  may  be  obtained  by  contacting: 

Thomas  L.  Lai  ley,  M.A.,  Chief 

Kathryn  M.  Magruder,  Ph.D.,  M.P.H.,  Assistant  Chief 
Kimberly  Hoagwood,  Ph.D. 

Services  Research  Branch 

Division  of  Applied  and  Services  Research 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  18-105 

Rockville,  MD  20857 

Telephone:  (301)  443-372 

Information  on  grants  management  issues  can  be  obtained  from: 

Steven  J.  Hudak 

Grants  Management  Section 

National  Institute  of  Mental  Health 

5600  Fishers  Lane,  Room  7C-26 

Rockville,  MD  20857 

Telephone:  (301)  443-4596 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.242.  Under  the  authority  of 
Section  301  of  the  Public  Health  Service  Act  (42  U.S.C.  241),  as  amended,  NIMH  will  accept  applications  in 
response  to  this  announcement.  This  program  is  not  subject  to  the  intergovernmental  review  requirements  of 
Executive  Order  12372  or  review  by  a Health  Systems  Agency. 

ERRATUM 

NATIONAL  COOPERATIVE  DRUG  DISCOVERY  GROUPS  FOR  THE  TREATMENT  OF  HUMAN  IMMUNODEFICIENCY  VIRUS  INFECTION 

RFA:  A I - 91  - 13 

P.T.  34;  K.W.  0715008,  0740020,  0755025 

National  Institute  of  Allergy  and  Infectious  Diseases 

The  National  Cooperative  Drug  Discovery  Groups  for  the  Treatment  of  Human  Immunodeficiency  Virus  Infection 
(NCDDG-HIV)  Request  for  Applications  (RFA)  (NIH  Guide  for  Grants  and  Contracts,  Vol.  20,  No.  41,  November  1, 
1991)  has  been  amended.  This  amendment  applies  only  to  copies  of  the  RFA  that  are  obtained  from  the  Division 
of  AIDS,  National  Institute  of  Allergy  and  Infectious  Diseases.  The  amendment  is  to  clarify  the  purpose  of  the 
letter  of  intent  (p.2),  to  state  that  an  NIAID  peer  review  group  will  determine  the  competitiveness  of  the 
application  in  triage  (p.  22),  to  include  acknowledgement  of  the  recent  approval  of  didanosine  by  the  Food  and 
Drug  Administration  (p.  2),  and  to  modify  the  wording  of  the  section  on  the  Inclusion  of  Uomen  and  Minorities 
in  Basic  Research  Studies  (pp.  21-22). 
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Copies  of  the  modification  may  be  obtained  from: 


Ms.  Besita  Wyche 
Targeted  Drug  Discovery  Section 

Developmental  Therapeutics  Branch,  Division  of  AIDS 
National  Institute  of  Allergy  and  Infectious  Diseases 
6003  Executive  Boulevard,  Room  2C11 
Bethesda,  MD  20892 
Telephone:  (301)  496-8197 

ORPHAN  RECEPTORS  IN  ENDOCRINOLOGY 

RFA:  DK-92-03 

P.T.  34:  K.W.  0785050,  0760075,  1002004,  1002008,  0710100,  1002061 

National  Institutes  of  Diabetes  and  Digestive  and  Kidney  Disease 

Letter  of  Intent  Receipt  Date:  December  15,  1991 
Application  Receipt  Date:  January  24,  1992 

This  Request  for  Applications  was  published  in  the  NIH  Guide  for  Grants  and  Contracts  on  October  4,  1991,  Vol. 
20,  No.  37.  The  applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  Initial  Review  Group 
convened  by  the  Division  of  Research  Grants.  The  other  review  procedures  remain  unchanged. 

For  further  information,  contact: 

Ronald  N.  Margolis,  Ph.D. 

Director,  Endocrinology  Research  Program 

Division  of  Diabetes,  Endocrinology  and  Metabolic  Diseases 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  605 

Bethesda,  MD  20892 

Telephone:  (301)  496-7504 


3 1496  00500  0941 


**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM 
STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS 
WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR  SHOWING  A STREET 
ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 

NOTE:  The  NIH  Guide  for  Grants  and  Contracts  will  not  be  published  on  December  6.  The  next  issue  will  be 
December  13. 
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NOTICES 


DISCONTINUATION  OF  SUPPORT  FOR  DIAGNOSTIC  AND  INVESTIGATIVE  LABORATORIES 

P.T.  34;  K.W.  0780000,  1014002 
National  Center  for  Research  Resources 

The  National  Center  for  Research  Resources  announces  the  discontinuation  of  its  grant  program  for  Diagnostic 
and  Investigative  Laboratories,  also  termed  Animal  Resource  Laboratories.  Effective  immediately,  new  and 
competing  continuation  applications  for  this  activity  will  no  longer  be  accepted.  However,  previously  committed 
non-competing  continuation  support  within  approved  competitive  segments  will  be  provided,  in  accord  with 
customary  award  practices,  until  the  completion  of  the  current  competitive  segment. 

The  Diagnostic  and  Investigative  Laboratory  activity  will  be  superseded  by  the  new  Comparative  Medicine  Research 
Program  Project  activity,  that  is  described  in  a program  announcement  published  in  this  issue  of  the  NIH  Guide 
for  Grants  and  Contracts. 

Questions  regarding  this  notice  should  be  directed  to: 

Comparative  Medicine  Program 

National  Center  for  Research  Resources 

Uestwood  Building,  Room  857 

5333  Westbard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-5175 


NATIONAL  INSTITUTES  OF  HEALTH  ACQUIRED  IMMUNODEFICIENCY  SYNDROME  RESEARCH  LOAN  REPAYMENT  PROGRAM 

P.T.  23;  K.U.  1014002,  0502024 

National  Institutes  of  Health 

Application  Receipt  Date:  January  21,  1992 

This  notice  is  a republication,  with  minor  modifications,  of  a November  23,  1990  (Vol.  19,  No.  42),  issuance 
on  this  subject.  It  is  being  reissued  to  emphasize  its  availability. 

SUMMARY 

Approved  by  the  Office  of  Management  and  Budget  (0MB)  on  June  15,  1990,  under  the  requirements  of  the  Paperwork 
Reduction  Act  of  1980,  the  National  Institutes  of  Health  (NIH)  announces  the  availability  of  educational  loan 
repayment  under  the  National  Institutes  of  Health  Acquired  Immunodeficiency  Syndrome  (AIDS)  Research  Loan 
Repayment  Program  ["Program"].  The  Program,  which  is  authorized  by  section  487A  of  the  Public  Health  Service 
(PHS)  Act  (42  U.S.C.  288-1),  as  amended  by  section  634  of  the  Health  Omnibus  Programs  Extension  of  1988  (Pub. 
L.  100-607),  provides  for  the  repayment  of  a sizeable  portion  of  the  accumulated  educational  loan  debt  of  health 
professionals  who  agree  to  conduct,  as  employees  of  the  NIH,  research  with  respect  to  AIDS.  The  Program 

provides  for  repayment  of  up  to  $20,000  of  the  principal  and  interest  of  the  educational  loans  of  qualified 

health  professionals  for  each  year  of  obligated  service.  The  Program  is  limited  to  qualified  health 
professionals  who  have  a substantial  amount  of  educational  loan  debt  relative  to  income,  and  who  were  NOT 
employed  by  the  NIH  during  the  period  of  November  4,  1987  through  November  3,  1988.  The  purpose  of  the  Program 
is  to  increase  the  number  of  investigators  conducting  AIDS  research  at  the  NIH.  The  NIH,  through  this  notice, 
invites  health  professionals  interested  in  engaging  in  AIDS  research  to  apply  for  participation  in  the  NIH  AIDS 
Research  Loan  Repayment  Program. 

SUPPLEMENTARY  INFORMATION 

On  November  4,  1988,  the  United  States  Congress  enacted  Public  Law  100-607,  the  "Health  Omnibus  Programs 
Extension  of  1988,"  which  directs  the  NIH  to  establish  a program  of  educational  loan  repayment  to  attract 
additional  investigators  into  AIDS  research.  The  Program  provides  for  the  repayment  of  a sizeable  portion  of 
the  accumulated  educational  loan  debt  of  qualified  health  professionals  who  are  engaged  in  AIDS  research. 

The  Office  of  AIDS  Research,  NIH,  which  is  responsible  for  the  administration  of  the  Program,  will  establish 

periodic  deadline  dates  for  the  receipt  of  applications.  January  21,  1992  is  the  next  deadline  date  for  the 

review  of  ICD-endorsed  applications. 

The  Program  pays  a maximum  of  $20,000  a year  directly  to  a participant's  lenders  for  qualifying  educational  debt 
during  an  initial,  minimum  two-year  service  period.  The  actual  loan  repayment  is  based,  in  part,  on  the 
availability  of  funding  as  well  as  the  proportion  of  the  participant's  qualifying  debt  relative  to  their  NIH 
basic  pay  or  stipend  at  the  effective  date  of  Program  participation.  Since  such  payments  to  lenders  are 
considered  income  for  the  Program  participant  and  increases  his/her  Federal  tax  liability,  the  Program  will  make 
payments,  equal  to  39  percent  of  the  total  loan  repayments,  directly  towards  the  participant's  Internal  Revenue 
Service  (IRS)  account.  The  Program  may  make  additional  tax  reimbursements  to  those  participants  who  show  an 
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increase  in  State  and/or  local  tax  liability.  Benefits  are  in  addition  to  annual  basic  pay  or  stipend. 

The  Program  will  repay  lenders  for  the  principal,  interest,  and  related  expenses  (such  as  the  required  insurance 
premiums  on  the  unpaid  balances  of  some  loans)  of  qualified  Government  (Federal,  State,  and  local)  and 
commercial  educational  loans  obtained  by  participants  for  the  following:  (1)  undergraduate,  graduate,  and 
health  professional  school  tuition  expenses;  (2)  other  reasonable  educational  expenses  required  by  the  school(s) 
attended,  including  fees,  books,  supplies,  educational  equipment  and  materials,  and  laboratory  expenses;  and 
(3)  reasonable  living  expenses,  including  the  cost  of  room  and  board,  transportation  and  commuting  costs,  and 
other  reasonable  living  expenses  as  determined  by  the  Program. 

The  following  loans  are  NOT  repayable  under  the  Program:  (1)  loans  not  obtained  from  a Government  entity  or 
commercial  lending  institution,  such  as  loans  from  friends  and  relatives;  (2)  loans  for  which  contemporaneous 
documentation  is  not  available;  (3)  loans  or  portions  of  loans  obtained  for  educational  or  living  expenses  that 
exceed  the  "reasonable"  level  as  determined  by  the  standard  school  budget  for  the  year  in  which  the  loan  was 
made,  and  are  not  determined  by  the  Program  to  be  reasonable  based  on  additional  documentation  provided  by  the 
applicant;  and  (4)  loans,  financial  debts,  or  service  obligations  incurred  under  the  Physicians  Shortage  Area 
Scholarship  Program,  National  Research  Service  Award  Program,  Public  Health  and  National  Health  Service  Corps 
Scholarship  Training  Program,  National  Health  Service  Corps  Scholarship  Program,  Armed  Forces  (Army,  Navy,  or 
Air  Force)  Health  Professions  Scholarship  Program,  and  Indian  Health  Service  Scholarship  Program. 

Loans  in  default,  or  loans  not  current  in  payment  schedule,  will  not  be  considered  as  qualifying  for  repayment. 
Repayments  will  only  be  made  for  loans  with  current  payment  status.  During  lapses  in  loan  repayments,  due 
either  to  Program  administrative  complications  or  a break  in  service.  Program  participants  are  wholly 
responsible  for  making  payments  or  any  other  arrangements  that  maintain  loans  in  a current  payment  status. 
Penalties  assessed  to  participants  as  a result  of  Program  administrative  failures  to  maintain  current  payment 
status  may  be  considered  for  reimbursement. 

Payments  will  NOT  be  made  under  the  Program  for  loans  that  participants  have  paid  prior  to  the  effective  date 
of  Program  participation. 

In  return  for  the  repayment  of  their  educational  loans,  participants  must  agree  to:  (1)  be  primarily  engaged, 
defined  by  the  AIDS  Research  Loan  Repayment  Advisory  Committee  (LRAC)  to  be  80  percent  of  a researcher's  time, 
in  AIDS  research  as  employees  of  the  NIH  for  a minimum  period  of  two  years;  (2)  make  payments  to  lenders  on 
their  own  behalf  for  periods  of  leave  without  pay;  and  (3)  pay  monetary  damages  as  required  in  cases  where  the 
initial  contract  is  breached.  Substantial  monetary  penalties  will  be  imposed  for  breach  of  contract. 
Applicants  must  submit  a signed  contract,  as  part  of  the  application  package  prepared  by  the  Program,  for 
consideration  under  the  Program. 

At  the  conclusion  of  the  initial  contract,  participants  may  reapply  and  be  considered  for  subsequent,  one-year 
continuation  contracts.  Continuation  contracts  are  based  upon  the  same  review  criteria  as  the  initial  contract, 
in  addition  to  a submission  that  describes  AIDS  research  accomplishments  made  during  the  initial  contract. 
These  continuation  contracts  are  approved  on  a year-to-year  basis  and  contingent  upon  the  appropriation  and 
availability  of  funds. 

AIDS  research  includes  studies  of  the  human  immunodeficiency  virus  (HIV),  the  pathophysiology  of  HIV  infection, 
the  development  of  models  of  HIV  infection  and  its  sequelae,  cofactors  predisposing  to  HIV  infection  and  AIDS 
or  its  sequelae,  and  the  development  of  vaccines  and  therapeutics.  More  specifically,  the  following  research 
activities  are  included:  (1)  studies  of  HIV  and  related  retroviruses;  (2)  studies  of  the  mechanism(s)  by  which 
HIV  and  related  retroviruses  establish  infection  and  infect  host  cells;  (3)  studies  of  the  mechanism(s)  by  which 
HIV  and  related  retroviruses  cause  disease,  including  studies  of  the  immune  deficiency  induced  by  HIV  and 
related  retroviruses;  (4)  studies  of  the  pathophysiology  of  host  response  to  HIV  infection;  (5)  studies  of  in 
vivo  or  in  vitro  models  of  human  HIV  infection  and  its  sequelae;  (6)  epidemiologic  studies  of  HIV  and  related 
retrovirus  infection;  (7)  clinical  trials  involving  prophylaxis  or  therapy  for  HIV  infection  or  its  sequelae; 
(8)  preclinical  studies  aimed  at  the  development  of  therapy  for  or  prevention  of  HIV  infection  and  the 
immunodeficiency  caused  by  HIV  infection  and  its  sequelae;  (9)  cofactors  predisposing  to  acquiring  HIV 
infection;  (10)  basic  studies  and  clinical  trials  involving  vaccines,  or  other  immunological  or  chemotherapeutic 
interventions  for  the  prevention  of  HIV  infection  and  its  sequelae;  and  (11)  basic  studies  into  the  transmission 
of  HIV  involving  high-risk  behaviors  and  research  concerning  the  interruption  of  transmission  by  behavioral 
change  and  pharmacologic  intervention. 

AIDS  researchers  include  scientists  who  are  intellectually  engaged  in  the  process  of  providing  scientific 
direction  and  guidance  in  programs  of  original  AIDS  research,  specifically  epidemiologists,  statisticians,  and 
others  who  are  involved  in  the  design  and  conduct  of  research  studies.  The  duties  of  such  scientists  may 
include  the  generation  and  design  of  studies  and  the  collation  and  analysis  of  data;  and/or  the  preparation  and 
publication,  as  author  or  co-author,  of  studies  in  peer-reviewed  journals.  AIDS  researchers  also  include 
physicians  who  are  providing  care  for  HIV-infected  individuals  who  are  subjects  of  HIV-related  research. 

Because  the  Program  will  be  most  attractive  to  individuals  at  the  beginning  stages  of  their  research  careers 
when  they  still  have  substantial  educational  loan  debt,  it  is  anticipated  that  most  participants  will  be 
employed  as  Clinical  or  Research  Associates,  Staff  or  Senior  Staff  Fellows  (including  PRAT  and  Epidemiology), 
and  Visiting  Associates.  Occasionally,  investigators  who  are  more  senior  may  also  wish  to  participate.  These 
individuals  may  include  the  following:  regular  Civil  Service  employees  (either  temporary  or  permanent),  NIH 
Special  Experts,  Visiting  Scientists,  and  Commissioned  Officers  in  the  USPHS  Commissioned  Corps. 
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Individuals  wishing  to  apply  to  the  Program  must  first  obtain  a firm  employment  commitment  from  an  Institute, 
Center,  or  Division  (ICO)  Personnel  Department.  An  initiating  official,  that  may  be  a laboratory  or  branch 
chief,  must  recommend  an  individual  for  application  to  the  Program,  and  the  ICD  Scientific  Program  Director  and 
ICO  Director  must  concur.  Participation  in  the  Program  is  contingent,  in  part,  upon  employment  with  the  NIH, 
and  candidates  may  not  be  recommended  for  loan  repayment  by  an  ICD  until  a firm  employment  commitment  has  been 
made  by  the  ICD  Personnel  Department.  Thereafter,  these  applications  are  reviewed  by  the  LRAC.  The  LRAC,  which 
is  composed  of  intramural  and  extramural  scientific  staff,  review,  rank,  and  approve  or  disapprove  applicants. 
LRAC  approval,  in  part,  is  based  on  the  appropriateness  of  the  research  assignment  to  AIDS  research  and  the 
scientific  merit  of  the  research.  Eligibility  for  Program  participation  may  be  effective  retroactive  to  the 
Entrance  on  Duty  date  when  applicants  begin  their  qualified  AIDS  research  assignment  prior  to  LRAC  approval. 
The  award  of  funds  is  contingent  upon  the  availability  of  funds  appropriated  by  the  Congress  of  the  United 
States  for  the  NIH. 

Under  the  Program,  payments  will  be  made  directly  to  lenders  on  a quarterly  basis  at  the  completion  of  each 
quarter  of  a participant's  satisfactory  service. 

ELIGIBILITY  CRITERIA 

Specific  eligibility  criteria  with  regard  to  participation  in  the  NIH  AIDS  Research  Loan  Repayment  Program 
include  the  following: 

(1)  Applicants  must  be  U.S.  citizens  or  permanent  residents. 

(2)  Applicants  must  have  a Ph.D.,  M.D.,  D.O.,  D.D.S.,  D.M.D.,  D.V.M.,  or  equivalent  degree. 

(3)  Applicants  must  have  educational  debt  in  excess  of  20  percent  of  their  annual  basic  pay  or  stipend  at 

entrance  on  duty,  resulting  from  governmental  or  commercial  loans  obtained  to  support  their  undergraduate  and/or 
graduate  education. 

(4)  Individuals  who  are  not  NIH  employees,  such  as  Visiting  Fellows,  Intramural  Research  Training  Award 
recipients.  National  Research  Service  Award  recipients,  Guest  Researchers  or  Special  Volunteers,  NIH  National 
Research  Council  Biotechnology  Research  Associates  Program  participants,  and  Intergovernmental  Personnel  Act 
participants,  may  NOT  participate  in  the  Program. 

(5)  Individuals  employed  by  the  NIH  during  the  period  November  4,  1987  through  November  3,  1988  are  INELIGIBLE. 

(6)  Applicants  may  be  appointed  under  a temporary  or  permanent  employment  mechanism  as  long  as  their  employment 
has  the  potential  to  last  a minimum  of  two  years. 

(7)  Individuals  with  existing  service  obligations  to  Federal,  State,  or  other  entities  will  NOT  be  considered 

for  the  Program  UNLESS  deferrals  are  granted  for  the  length  of  their  service  obligation  under  the  Program. 

(8)  Applicants  will  NOT  be  excluded  from  consideration  under  the  Program  on  the  basis  of  race,  color,  creed, 
religion,  sex,  handicap,  age,  national  origin,  or  political  affiliation. 

INQUIRIES 

Information  regarding  the  Program  may  be  obtained  by  calling  or  writing: 

Marc  S.  Horowitz,  J.D. 

Director,  NIH  AIDS  Research  Loan  Repayment  Program 

Office  of  AIDS  Research 

Building  31,  Room  5C12 

Bethesda,  MD  20892 

Telephone:  (301)  402-0192 

AUTHORITY  AND  REGULATIONS 

This  Program  is  not  subject  to  the  provisions  of  Executive  Order  12372,  Intergovernmental  Review  of  Federal 
Programs.  This  Program  was  granted  OMB  clearance  on  June  15,  1990,  under  the  requirements  of  the  Paperwork 
Reduction  Act  of  1980,  and  has  been  designated  OMB  No.  0925-0361.  This  Program  has  been  assigned  Catalog  of 
Federal  Domestic  Assistance  (CFDA)  Number  93.936  - NIH  Acquired  Immunodef iciency  Syndrome  Research  Loan 
Repayment  Program. 


CONFERENCE:  ■lAGIHG--THE  QUALITY  OF  LI FEU 

P.T.  42;  K.U.  0710010,  0745035 
National  Institutes  of  Health 

The  Christopher  Columbus  Medical  Sciences  Committee  of  the  National  Institutes  of  Health,  in  conjunction  with 
several  NIH  institutes,  the  Food  and  Drug  Administration,  and  the  Italian  National  Research  Council,  has 
organized  a major  international  conference  that  will  be  held  at  the  Omni  Shoreham  Hotel  in  Washington,  DC, 

NIH  Guide  for  Grants  and  Contracts  - Vol.  20,  No.  46  - December  13,  1991 

4 


February  10-12,  1992.  The  conference  is  part  of  the  commemoration  of  the  Quincentenary  of  Christopher  Columbus1 
epic  voyage  to  the  Americas. 

A banquet  will  be  held  in  the  evening  of  February  11.  Presentation  of  the  prestigious  Christopher  Columbus 
Discovery  Awards  to  outstanding  scientists  in  biomedical  research  will  be  the  highlight  of  the  banquet. 

Topics  and  speakers  at  the  Plenary  Session  on  Monday,  February  10,  will  be: 

o Searching  for  the  Fountain  of  Youth:  500  Years  of  Research  to  Understand  Aging;  Dr.  Robert  N.  Butler,  Mt. 
Sinai  Medical  Center,  New  York; 

o Age  Associated  Changes  in  Cardiovascular  Function  in  Response  to  Exercise;  Dr.  Myron  Weisfeldt,  Columbia 
University,  New  York; 

o Nutrition,  Aging  and  Disease:  The  Metabolic  Crossroads;  Dr.  Edwin  L.  Bierman,  University  of  Washington; 
o Drug  Metabolism/Pharmacology  in  the  Aging;  Dr.  Grant  R.  Wilkenson,  Vanderbilt  University; 
o The  Brain:  Lighthouse  of  the  Aging  Years;  Dr.  Fred  Plum,  Cornell  Medical  Center; 

o Osteoporosis,  Osteoarthrosis,  and  Other  Musculoskeletal  Disorders  in  the  Elderly;  Dr.  Lawrence  E.  Shulman, 
National  Institutes  of  Health; 

o The  Effect  of  Chronological  Age  on  Cancer  Biology  and  Therapy;  Dr.  Emil  J.  Freireich,  M.D.  Anderson  Hospital; 

o Implications  of  Aging  for  the  Individual  and  Society;  Dr.  Robert  H.  B instock,  Case  Western  Reserve;  and 

o Medicare:  What  is  Covered?/What  is  not  Covered?;  Dr.  Gail  Wilensky,  Administrator,  Health  Care  Financing 
Administration. 

Concurrent  sessions  dealing  with  cardiovascular,  brain,  cancer,  musculoskeletal,  healthy  aging,  nutrition, 
obesity  and  urogenital  research,  featuring  outstanding  biomedical  scientists,  will  be  held  on  the  second  and 
third  days.  An  interdisciplinary  poster  session  will  be  held  on  Tuesday,  February  11.  Summary  reports  and 
future  challenges  will  be  presented  at  the  final  plenary  session  to  close  the  conference  on  the  third  day. 

The  conference  will  be  of  interest  to  scientists,  public  health  officials,  policy  makers  and  analysts,  and  the 
general  public. 

Continuing  Medical  Education  credits  for  21.5  hours  in  Category  1 of  the  Physician's  Recognition  Award  of  the 
American  Medical  Association  are  available. 

Registration  for  the  three-day  conference  is  $200  if  paid  in  advance  or  $250  on  site.  Early  registration  of 
$150  has  been  extended  to  December  15,  1991.  Those  interested  in  program  and  registration  information  should 
contact: 

Aging:  Quality  of  Life  Conference 
Suzanne  Kuntz,  Conference  Coordinator 
655  Fifteenth  St.,  N.W.,  Suite  300 
Washington,  DC  20005 
Telephone:  (202)  639-4524 
FAX:  (202)  347-6109 


NOTICE  OF  REGIONAL  MEETINGS 

P.T.  42;  K.W.  1014006,  1014002 
National  Institutes  of  Health 

The  National  Institutes  of  Health  (NIH)  has  been  engaged  in  a strategic  planning  process  aimed  at  developing 
the  Agency's  first  corporate  long-range  Strategic  Plan.  The  purpose  of  the  NIH  Strategic  Plan  is  to:  (1) 
identify  areas  of  research  that  promise  extraordinary  dividends  for  the  Nation's  future  health,  (2)  nurture  the 
intellectual  base  of  biomedical  research  and  the  conditions  that  lead  to  breakthroughs  on  the  cutting  edge  of 
science,  and  (3)  provide  approaches  for  addressing  broad  administrative  and  science  policy  issues  that  affect 
the  ability  of  the  NIH  to  carry  out  its  mandate.  The  Strategic  Plan  incorporates  the  ideas  of  all  the 
organizational  components  of  the  NIH  as  well  as  the  research  components  of  the  Alcohol,  Drug  Abuse,  and  Mental 
Health  Administration  (ADAMHA) . 

The  NIH  will  convene  two  regional  meetings  to  provide  a forum  for  the  extramural  community  to  comment  on  the 
draft  Strategic  Plan  before  it  is  finalized.  The  first  meeting  will  take  place  on  February  12,  1992,  at 
Occidental  College,  Los  Angeles,  California,  and  will  be  co-hosted  by  Occidental  College  and  the  Charles  R.  Drew 
University  of  Medicine  and  Science.  The  second  meeting  will  be  held  on  February  25,  at  the  University  of 
Connecticut  Health  Center,  Farmington,  Connecticut. 
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Each  of  the  regional  meetings  will  be  of  one  day  duration,  beginning  at  9 a.m.  and  ending  at  3 p.m.  The 
meetings  will  begin  with  the  N I H Director  presenting  an  overview  of  the  N I H Strategic  Plan.  Immediately 
afterwards,  representatives  of  concerned  organizations  and  institutions  will  be  invited  to  present  testimony 
before  a panel  of  senior  N I H officials,  to  be  chaired  by  the  Director,  N I H . Due  to  time  constraints,  it  would 
be  appreciated  if  only  one  representative  from  each  organization  would  present  testimony;  oral  presentations 
will  be  limited  to  five  minutes.  Written  testimony  may  be  any  length  and  should  include  a brief  description 
of  the  organization  presenting.  Testimony  will  be  scheduled  based  upon  when  notification  of  intent  to  present 
testimony  is  received.  If  the  number  of  organizations  that  want  to  present  oral  testimony  exceeds  the  time 
available  on  the  agenda,  the  individual  written  statements  will  serve  as  testimony  presented.  All  testimony, 
whether  oral  or  written,  will  form  a part  of  the  official  record  of  the  N I H Strategic  Plan. 

If  you  or  others  from  your  organization  who  plan  to  attend  one  of  these  regional  meetings  have  any  special  needs 
that  require  assistance,  please  inform  the  office  listed  below.  If  you  have  questions  concerning  either  of  the 
two  regional  meetings,  please  contact  Ms.  Mary  Demory  (301)  496-1454. 

If  you  will  be  attending  one  of  the  regional  meetings  or  if  your  organization  would  like  to  testify  before  the 
N I H panel,  please  provide  the  name,  title,  institution,  telephone  number,  and  mailing  address  of  the  individual 
attending.  Indicate  which  regional  meeting  and  whether  or  not  testimony  will  be  presented.  The  requested 
information  is  to  be  sent  by  mail  or  facsimile  no  later  than  December  16,  1991  to: 

N I H Strategic  Plan  Regional  Meetings 

c/o  Dr.  Jay  Moskowitz 

N I H , Building  1,  Room  103 

9000  Rockvi lie  Pike 

Bethesda,  MD  20892 

FAX:  (301)  402-1759 

A copy  of  the  Draft  N I H Strategic  Plan  and  additional  information  will  be  sent  prior  to  the  regional  meetings 
to  participants  attending  and/or  testifying. 


NOTICE  OF  POLICY  CHANGE  - FIRST  INDEPENDENT  RESEARCH  SUPPORT  AND  TRANSITION  AWARD 

P.T . 34;  1014006 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

The  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA)  announces  that  effective  February  1,  1992, 
applications  for  the  First  Independent  Research  Support  and  Transition  (FIRST)  Award  must  be  accompanied  by  at 
least  three  letters  of  reference.  FIRST  applicants  are  to  request  the  letters  of  reference  well  in  advance  of 
the  application  submission,  advising  the  referees  to  return  the  reference  letters  to  the  applicant  in  sealed 
envelopes  as  soon  as  possible.  The  sealed  envelopes  must  be  attached  to  the  front  of  the  original  application. 
Applications  not  containing  these  letters  will  be  returned  to  the  applicant. 

Additionally,  effective  February  1,  1992,  applicants  for  the  FIRST  award  must  request  five  years  of  support. 
Applications  requesting  fewer  than  five  years  of  research  support  will  be  designated  as  ROIs  and  so  reviewed 
unless  the  applicant  withdraws  the  application. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 

SENSORY  FEEDBACK  SIGNAL  DERIVATION  FROM  AFFERENT  NEURONS 

RFP  AVAILABLE:  NIH-NINDS-92-04 

P.T.  34;  K.W.  0705070,  0710085,  0706010 

National  Institute  of  Neurological  Disorders  and  Stroke 

The  Neural  Prosthesis  Program  of  the  National  Institute  of  Neurological  Disorders  and  Stroke,  National 
Institutes  of  Health,  is  seeking  a contract  to  determine  the  feasibility  of  extracting  sensory  information  about 
fingertip  contact  and  slip  from  chronic  recordings  of  gross  peripheral  nerve  activity  using  cuff  electrodes. 
This  investigation  will  include  a feasibility  study,  in  animals,  of  deriving  sensory  feedback  signals  from 
peripheral  nerve  recordings  on  a chronic  basis.  It  also  will  include  a study,  in  human  cadaver  material,  of 
the  most  suitable  sites  for  implantation  of  cuff  electrodes  for  extracting  sensory  information  about  the  hand. 
The  project  will  focus  on  those  nerves  most  likely  to  provide  information  about  fingertip  contact  and  slip 
during  hand  grasp.  Personnel  with  established  expertise  in  sensory  physiology  and  chronic  electrical  recording 
in  peripheral  nerves  are  required.  It  is  anticipated  that  one  award  will  be  made  for  a period  of  three  years 
in  July  1992. 

This  is  not  a Request  for  Proposals  (RFP).  To  receive  a copy  of  the  RFP,  submit  a written  request  to  the 
following  address  and  enclose  two  self-addressed  mailing  labels.  All  responsible  sources  shall  be  considered 
by  the  agency.  The  RFP  will  be  issued  on  or  about  December  18,  1991,  with  proposals  due  on  February  17,  1992. 
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Contracting  Officer 

Contracts  Management  Branch,  DEA 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  901 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Attention:  RFP  No.  NIH-NINDS-92-04 


PRODUCTION  AND  CHARACTERIZATION  OF  MONOCLONAL  ANTIBODIES  AGAINST  H-2  CELL  MEMBRANE  ANTIGENS 

RFP  AVAILABLE:  NIH-NIAID-DAIT-92-12 

P.T.  34;  K.U.  0760045,  0710070,  0715015,  0755020,  0760060 
National  Institute  of  Allergy  and  Infectious  Diseases 

The  National  Institute  of  Health  (NIH)  has  a requirement  for  the  production  and  characterization  of  immunogens 
and  monoclonal  antibodies  against  H-2  cell  membrane  antigens  and  determination  of  their  effects  in  experimental 
models  of  human  autoimmune  diseases. 

The  Clinical  Immunology  Branch  of  the  Division  of  Allergy,  Immunology  and  Transplantation,  National  Institute 
of  Allergy  and  Infectious  Diseases  (NIAID),  is  soliciting  contract  proposals  from  organizations  having  the 
capabilities  and  facilities  to  prepare  peptides  corresponding  to  murine  Class  II  MHC  antigens  using  synthetic 
methods;  to  prepare  monoclonal  antibodies  against  these  peptides  (immunogens);  and  to  test  their  effects  in  the 
induction,  development,  or  progression  of  autoimmune  disease  in  experimental  animals. 

The  NIAID -sponsored  project  shall  take  approximately  five  years  to  complete.  This  shall  be  a cost -reimbursement 
type  contract.  It  is  anticipated  that  two  contracts  will  be  awarded.  The  project  will  require  a high  level 
of  expertise  in  peptide  synthesis,  monoclonal  antibody  production,  and  characterization  and  availability  of 
animal  models  of  human  autoimmune  disease. 

This  is  an  announcement  for  an  anticipated  Request  for  Proposal  (RFP).  RFP -NIH-NIAID-DAIT-92-12  shall  be  issued 
on  or  about  December  16,  1991,  with  a closing  date  tentatively  set  for  January  29,  1992.  Requests  for  the  RFP 
shall  be  directed  in  writing  to: 

Ms.  Sylvia  Cunningham 

Contracting  Officer,  Contract  Management  Branch 
National  Institute  of  Allergy  and  Infectious  Diseases 
The  Solar  Building/Room  3C07 
6003  Executive  Boulevard 
Bethesda,  MD  20892 

To  receive  a copy  of  the  RFP,  supply  this  office  with  two  self-addressed  labels.  All  responsible  sources  may 
submit  a proposal  that  will  be  considered. 

This  advertisement  does  not  commi t the  Government  to  award  a contract. 


TREATMENT  AMD  REHABILITATION!  OF  ADULT  APHASIA 

RFA  AVAILABLE:  DC-92-03 

P.T.  34;  K.U.  0715050;  0715055,  0710085,  0404000,  0710030 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Letter  of  Intent  Receipt  Date:  February  3,  1992 
Application  Receipt  Date:  February  19,  1992 

PURPOSE 

The  National  Institute  on  Deafness  and  Other  Communication  Disorders  (NIDCD),  through  the  Division  of 
Communication  Sciences  and  Disorders,  announces  the  availability  of  the  Request  for  Applications  (RFA), 
"Treatment  and  Rehabilitation  of  Adult  Aphasia." 

BACKGROUND 

A significant  and  debilitating  effect  of  stroke  is  aphasia,  a language  disorder  involving  total  or  partial 
impairment  of  the  capacity  to  understand  and/or  produce  spoken  language,  as  well  as  impairments  of  the  ability 
to  read  or  write.  Most  aphasic  individuals  receive  some  form  of  treatment  for  these  language  deficits. 
Previous  research  has  indicated  that  treatment  efforts  are  effective  with  some  subgroups  of  aphasia,  while  other 
aphasic  individuals  remain  severely  impaired  despite  long-term  treatment.  Further  research  is  needed  into 
issues  associated  with  treatment  of  aphasia  and  the  development  and  refinement  of  effective  treatment  protocols. 
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This  RFA  encourages  applications  that  propose  research  addressing  treatment  issues  and  rehabilitation  of  adult 
aphasia. 

ELIGIBILITY 

The  following  organizations  are  eligible  to  apply:  foreign  and  domestic,  non-profit  institutions  of  higher 
education,  other  non-profit  and  for-profit  organizations.  State  and  local  governments  and  their  agencies,  and 
authorized  Federal  agencies. 

RESEARCH  GOALS  AND  SCOPE 

The  understanding  of  behavioral,  linguistic,  and  neurological  correlates  of  adult  aphasia  continues  to  expand. 
In  addition,  a number  of  recent  advances  have  occurred  in  the  treatment  of  adult  aphasia.  Research  has 
indicated  that  some  profoundly  aphasic  patients  can  learn  a computerized  technique  for  exchanging  information 
by  manipulating  visual  symbols.  Results  of  pharmacological  treatment  have  shown  promise  in  the  amelioration 
of  selective  disorders  of  aphasia,  such  as  impairments  of  speech  initiation,  through  the  use  of  the  dopamine 
agonist  bromocriptine.  Efficacy  of  specific  therapeutic  techniques  has  been  demonstrated,  among  them,  the 
elimination  of  perseverative  intrusions  of  earlier  utterances.  Additional  intervention  strategies  currently 
being  tested  include  treatment  protocols  targeted  directly  at  theoretically  defined  language  components  that 
are  found  to  be  impaired.  A limited  number  of  such  studies  conducted  to  date  have  demonstrated  measurable 
improvement  among  individual  aphasic  patients  many  years  following  onset  of  their  aphasia. 

In  general,  however,  research  into  the  development  of  treatment  protocols,  and  the  efficacy  of  those  treatments 
remains  limited.  Techniques  and  commercially  available  treatment  plans  have  found  their  way  into  the  clinical 
arena  often  with  little  attention  to  usefulness  with  specific  subgroups,  evidences  of  efficacy,  or  attempts  to 
merge  theoretical  constructs  with  clinical  procedures.  It  remains  unclear  why  treatment  is  effective  for  some 
but  ineffective  for  other  aphakic  individuals.  Theories  of  treatment  need  to  be  developed  in  order  to  place 

therapeutic  efforts  on  scientific  foundations.  Efforts  must  be  increased  to  match  patient  characteristics  to 

treatment  paradigms  and  ascertain  the  proper  level  of  description,  for  only  with  adequate  description  of  those 

characteristics  can  selection  and  specification  of  treatment  occur.  Approaches  to  the  remediation  of  language 

disorders  require  objective  and  reliable  information  about  the  nature  and  stability  of  patients'  symptoms. 
Assessment  instruments  that  provide  such  information  are  needed  in  light  of  new  research  findings  that  have 
clarified  symptom  and  deficit  relationships.  Existing  assessment  procedures  must  be  revised  and  improved  in 
order  to  bring  them  into  line  with  current  understanding  of  the  relationship  of  patients'  symptoms  to  underlying 
language  deficits. 

Proposed  research  programs  would  benefit  from  a number  of  interdisciplinary  approaches.  For  example, 
interdisciplinary  models  of  the  treatment  process  might  include  speech- language  pathology,  neuropsychology, 
pharmacology,  and  computer  sciences.  There  is  a need  to  coordinate  efforts  of  researchers  in  all  areas  of 
cognitive  science  and  rehabilitation.  Cognitive  neurolinguistic  approaches  and  theories  regarding  the  neural 
basis  of  language  should  be  utilized  and  pursued.  Social  science  methodologies  are  needed  to  examine  the 
psychosocial  aspects  of  aphasia.  Documentation  of  changes  and  improvements  resulting  from  treatment  and  not 
other  variables  is  required  from  all  professionals  providing  treatment  to  individuals  with  adult  aphasia. 

Applications  in  response  to  this  RFA  may  utilize  single  subject  or  group  designs  and  address  the  above  issues, 
the  following  specific  topics,  or  other  related  areas: 

o Demonstration  of  the  efficacy  and  efficiency  of  existing  intervention  strategies  for  aphasia  treatment, 
o Development  and  validation  of  novel,  innovative,  theory-based  techniques  of  treatment, 
o Assessment  of  short-  and  long-term  effects  of  specific  treatments. 

o Identifications  of  aphasia  subgroups  or  subtypes  most  responsive  to  specific  treatments, 
o Characterization  of  patients  with  successful  responses  to  treatment. 

o Identification  of  the  variables  most  important  in  predicting  success  in  treatment,  for  example,  the  effects 
of  intensity  and  duration  of  treatment  on  improvement. 

o Identification  of  factors  that  contribute  to  or  limit  generalization  (carry-over)  of  language  skills. 

o Evaluation  of  recovery  from  aphasia,  with  and  without  treatment,  and  processes  whereby  recovery  is  maximized. 

o Assessment  of  impact  of  specific  language  ability  training  on  other  language  skills,  for  example,  the  effects 
of  language  production  training  on  comprehension  skills. 

o Determination  of  most  effective  focus  of  treatment:  deficit  vs.  strength  oriented. 

o Exploration  of  the  use  of  neuroradiographic  techniques  pre-  and  post -treatment  in  documenting  brain 
reorganization. 

o Examination  of  the  use  of  pharmacotherapy  in  the  treatment  of  aphasia. 
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o Development  and  evaluation  of  alternative  and  augmentative  communication  systems  for  adults  with  language 
deficits. 

o Investigation  of  social  and  psychological  factors  that  have  the  potential  to  affect  treatment  outcome. 
SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

METHOD  OF  APPLYING 

Applicants  are  requested  to  submit  a letter  of  intent  to  Dr.  Judith  Cooper  at  the  address  below  on  or  before 
February  3,  1992.  The  letter  is  to  include  a descriptive  title  investigators  who  may  be  involved,  and  any 
collaborating  participants  outside  the  applicant  institution.  The  NIDCD  requests  such  letters  only  for  planning 
purposes  and  to  provide  an  indication  of  the  number  and  scope  of  applications  to  be  received  and,  therefore, 
will  not  acknowledge  their  receipt.  A letter  of  intent  is  not  binding,  it  will  not  enter  into  the  review  of 
any  application  subsequently  submitted,  nor  is  it  a necessary  requirement. 

Applications  must  be  submitted  on  form  PHS  398  (rev.  10/88)  using  the  instructions  included  in  the  application 
kit.  These  kits  are  available  from  the  NIDCD  Program  Administrator  address  cited  above  and  from  the  Division 
of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone 
301/496-7441. 

Receipt  date  for  applications  is  February  19,  1992.  Applications  received  after  February  19,  1992  will  be 
returned  to  the  applicant. 

INQUIRIES 

Written  and  telephone  inquiries  concerning  the  objectives  and  scope  of  the  RFA,  and  inquiries  about  whether  or 
not  specific  proposed  research  would  be  responsive,  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcomed. 

Potential  applicants  may  obtain  a copy  of  the  RFA  by  contacting: 

Judith  A.  Cooper,  Ph.D. 

Deputy  Director,  Division  of  Communication  Sciences  and  Disorders 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

Executive  Plaza  South,  Room  400- B 

6120  Executive  Boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-5061 

FAX:  (301)  402-6251 

For  budgetary  and  fiscal  questions,  contact: 

Sharon  Hunt 

Grants  Management  Officer 

National  Institute  on  Deafness  and  Other  Communication  disorders 

Executive  Plaza  South,  Room  400-B 

6120  Executive  boulevard 

Rockville,  MD  20892 

Telephone:  (301)  496-0909 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.855.  Awards  will  be  made  under 
the  authority  of  the  Public  Health  Service  Act,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  The  program 
is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems  Agency 
review. 

MINORITY  YOUTH  HEALTH  BEHAVIOR  RESEARCH:  THE  DEVELOPMENT  AND  EVALUATION  OF  INTERVENTIONS 

RFA  AVAILABLE:  OD-92-01 

P.T.  34,  FF;  K.W.  0404000,  0715027,  0404023,  0745027 

National  Institutes  of  Health 

Letter  of  Intent  Receipt  Date:  February  1,  1992 
Application  Receipt  Date:  May  15,  1992 
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PURPOSE 


The  National  Institutes  of  Health  (NIH)  announces  the  availability  of  a Request  for  Applications  (RFA)  for 
cooperative  agreements  to  develop,  implement,  and  evaluate  a coordinated  program  of  communi ty- based  health 
behavior  interventions  to  lower  the  unacceptably  high  rates  of  morbidity  and  mortality  among  minority  youth. 
Applications  responsive  to  this  RFA  must  include,  but  are  not  limited  to,  strategies  for  decreasing 
violence-related  injuries  and  deaths,  sexually  transmitted  diseases  and  unwanted  or  unintended  pregnancies. 
The  NIH  also  invites  applications  for  a Data  Center  that  will  manage  data  from  the  research  from  the  other 
awardees.  Although  this  is  an  NIH-wide  initiative,  the  National  Institute  for  Child  Health  and  Human 
Development  (NICHD),  in  close  cooperation  with  the  Office  of  Minority  Programs  at  NIH,  will  be  the  lead 
Institute.  One  NIH/NICHD  staff  person  will  participate  as  the  Project  Coordinator  and  will  facilitate  grantee 
access  to  expertise  in  other  NIH  components  when  appropriate. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Minority  Youth 
Health  Behavior  Research:  The  Development  and  Evaluation  of  Interventions,  is  related  to  the  priority  areas 
of  the  prevention  of  violent  and  abusive  behaviors,  education  and  community  based  programs,  family  planning  and 
the  prevention  of  HIV  infection  and  sexually  transmitted  diseases.  Potential  applicants  may  obtain  a copy  of 
"Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock 
No.  017-001-00473-1)  through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC 
20402-9325  (telephone  202-783-3238). 

ELIGIBILITY  REQUIREMENTS 

Applications  may  be  submitted  by  domestic  for-profit  and  non-profit,  public  and  private  organizations,  such  as 
universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and  eligible  agencies  of 
the  Federal  Government.  Applications  from  minority  individuals  and  women  are  encouraged.  For-profit 
organizations  must  note  that  no  profit  or  fees  may  be  requested  under  financial  assistance  awards. 

MECHANISM  OF  SUPPORT 

This  RFA  will  use  the  National  Institutes  of  Health  (NIH)  cooperative  agreement  mechanism  (U01).  Under  its 
terms,  the  awardee  defines  the  details  of  the  project  within  the  guidelines  of  the  RFA,  retains  primary 
responsibility  for  implementation,  data  collection,  analysis  and  interpretation,  preparation  of  publications, 
and  collaboration  with  other  awardees.  The  awardee  also  agrees  to  accept  assistance,  close  coordination  and 
participation  of  the  Sociologist,  Demographic  and  Behavioral  Sciences  Branch,  NICHD  (hereafter  called  the 
Project  Coordinator)  working  with  the  project  in  all  aspects  of  the  scientific  and  technical  management. 

This  RFA  is  intended  as  a one-time  solicitation.  However,  if  it  is  determined  that  there  is  a sufficient 
continuing  program  need,  the  NIH  may  reissue  this  RFA.  The  total  project  period  for  applications  submitted  in 
response  to  the  RFA  must  not  exceed  five  years.  The  anticipated  award  date  will  be  November  1,  1992. 

FUNDS  AVAILABLE 

It  is  anticipated  that  up  to  eight  awards  will  be  made  under  this  RFA  for  a total  of  approximately  $5  million 
(including  direct  and  indirect  costs)  during  the  first  program  year.  This  level  of  support  is  dependent  upon 
the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this  program  is  provided 
for  in  the  financial  plans  of  the  NIH,  the  award  of  grants  pursuant  to  this  RFA  is  also  contingent  upon  the 
availability  of  funds  for  this  purpose. 

RESEARCH  OBJECTIVES 

For  a detailed  outline  of  the  research  objectives,  applicants  are  advised  to  request  a copy  of  the  RFA  from  the 
Project  Coordinator  (Staff  Contact)  listed  below. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  WOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDIES 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  (and  minorities)  in  study  populations.  If  women  (or  minorities)  are  not  included,  a specific 
justification  for  this  exclusion  must  be  provided.  Applications  without  such  documentation  will  not  be  accepted 
for  review. 

REVIEW  CONSIDERATIONS 

Specific  details  on  review  criteria  are  outlined  in  the  RFA.  Applications  must  be  submitted  on  form  PHS  398 
(rev.  10/88,  reprinted  10/89)  that  is  available  in  most  institutional  business  offices  or  from  the  Division  of 
Research  Grants,  NIH  (301-496-7441).  Applications  must  be  received  in  the  Division  of  Research  Grants  by  May 
15,  1992.  Late  applications  will  be  returned  to  the  applicant. 

A special  technical  assistance  workshop  will  be  offered  to  assist  potential  applicants  who  have  limited 
experience  with  the  NIH  application  process.  Representatives  from  each  NIH  institute  will  participate  in  this 
workshop  to  provide  potential  applicants  with  information  on  areas  of  particular  interests.  This  workshop  will 
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be  held  in  the  Washington,  DC  metropolitan  area  on  February  24,  1992.  The  N I H cannot  support  individuals  who 
wish  to  attend  the  conference,  but  the  conference  will  be  open  to  any  individual  or  organization  who  wishes  to 
attend.  An  agenda  may  be  obtained  by  contacting  Dr.  Bob  Eisinger,  Office  of  AIDS  Research  (telephone  301- 
496-0357)  or  Dr.  Susan  Newcomer  (telephone  301/496-1174).  For  those  who  are  unable  to  attent  the  workshop,  a 
summary  will  be  available  upon  request  to  Dr.  Newcomer. 

This  technical  assistance  workshop  will  also  be  teleconferenced  on  the  Black  College  Teleconference  Network. 
Contact  Ogden  Lacey  at  telephone  (301)  496-1584  for  further  details  on  participation  in  the  teleconference. 

LETTER  OF  INTENT 

A letter  of  intent  is  requested  by  February  1,  1992,  and  is  to  include  a descriptive  title  of  the  proposed 
research,  the  name,  address  and  telephone  number  of  the  Principal  Investigator,  other  key  personnel,  and  the 
number  and  title  of  the  RFA  in  response  to  which  the  application  is  submitted.  It  is  to  be  sent  to: 

Susan  Newcomer,  Ph.D. 

Office  of  Minority  Programs  Project  Coordinator 

National  Institute  of  Child  Health  and  Human  Development 

Eexecutive  Plaza  North,  Room  611 

Bethesda,  MD  20892 

Telephone:  (301)  496-1174 

FAX:  (301)  496-0962 

INQUIRIES 

Written  and  telephone  inquiries  concerning  this  RFA  are  encouraged.  The  opportunity  to  clarify  any  issues  or 
questions  from  potential  applicants  is  welcome.  Direct  inquiries  regarding  prograimiatic  issues  and  requests 
for  copies  of  the  RFA  to: 

Susan  Newcomer,  Ph.D. 

(See  above) 

Direct  inquiries  regarding  fiscal  matters  to: 

Melinda  Nelson 

Office  of  Grants  and  Contracts 

National  Institute  of  Child  Health  and  Human  Development 
Eexecutive  Plaza  North,  Room  505 
Bethesda,  MD  20892 
Telephone:  (301)  496-5481 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.864  (Population  Research). 
Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as 
amended  by  Public  Law  990158,  42  USC  241  and  285)  and  administered  under  PHS  grant  policies  and  Federal 
Regulations,  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  23472,  or  to  Health  Systems  Agency  review. 


THE  BIOLOGY  OF  KIDNEY  DISEASE  AND  HYPERTENSION  IN  BLACKS 

RFA  AVAILABLE:  DK-92-11 

P.T.  34,  FC;  K.W.  0715115,  0411005,  0765035,  0710095,  1002019 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
National  Heart,  Lung,  and  Blood  Institute 

Letter  of  Intent  Receipt  Date:  February  13,  1992 
Application  Receipt  Date:  March  13,  1992 

PURPOSE 

The  Division  of  Kidney,  Urologic  and  Hematologic  Diseases  (DKUHD)  of  the  National  Institute  of  Diabetes  and 
Digestive  and  Kidney  Diseases  (NIDDK),  and  the  Division  of  Heart  and  Vascular  Diseases  (DHVD)  of  the  National 
Heart,  Lung,  and  Blood  Institute  (NHLBI)  announce  the  availability  of  a Request  for  Applications  (RFA)  on  the 
above  subject. 

End-stage  renal  disease  (ESRD)  associated  with  hypertension  is  a major  health  problem  among  Black  Americans. 
In  1989,  the  incidence  rate  of  ESRD  with  a diagnosis  of  hypertension  was  nearly  six  and  one-half  times  greater 
in  Blacks  compared  to  Whites.  For  Blacks  aged  20-44,  the  rate  was  greater  than  18  times  that  of  whites.  A 
number  of  factors  have  been  proposed  to  be  responsible  for  this  increased  disease  burden  in  Blacks,  including 
greater  prevalence  of  hypertension,  more  severe  and  uncontrolled  hypertension,  lack  of  easy  accessibility  to 
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adequate  health  care,  and  greater  susceptibility  of  the  kidney  to  the  effects  of  high  blood  pressure. 

This  RFA  is  targeted  toward  Blacks,  therefore,  the  study  populations  must  reflect  this  designation.  However, 
if  other  social  groups  are  to  be  used  for  control  purposes,  appropriate  justification  must  be  included  in  the 
study  design. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS-led  national  activity  for  setting  priority  areas.  This  RFA,  "The  Biology  of 
Kidney  Disease  and  Hypertension  in  Blacks,"  is  related  to  the  priority  areas  of  heart  disease  and  stroke  and 
diabetes  and  other  chronic  disabling  conditions.  The  PHS  urges  applicants  to  submit  work  plans  that  address 
specific  objectives  of  "Healthy  People  2000."  Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000" 
(Full  Report:  Stock  No.  017-001 -00474-0)  or  "Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1) 
through  the  Superintendent  of  Documents,  Government  Printing  Office,  Washington,  DC  20402-9325  (Telephone 
202-783-3238). 

RESEARCH  OBJECTIVES 

This  special  grant  program  will  support  fundamental  research  on  the  biology  of  kidney  disease  and  hypertension 
in  Blacks.  To  this  end,  the  following  are  some  suggested  areas  of  investigation  that  would  be  considered 
responsive  to  this  solicitation: 

o Circulatory  and  target  organ  pathophysiology,  including  the  use  of  polymerase  chain  reaction  and 
receptor-binding  techniques  to  study  specific  tissues  and  relevant  receptors  in  patients  with  kidney  disease 
and  hypertension. 

o Known  factors  and  mediators  of  kidney  disease  and  hypertension  utilizing  appropriate  methodology. 

o Dietary  mechanisms,  including  the  role  of  monovalent  and  divalent  cations  in  the  genesis  and  maintenance  of 
renal  dysfunction  and  hypertension. 

o Neural  and  other  humoral  factors,  including  kinins,  the  renin-angiotensin-aldosterone  system,  atrial 
natriuretic  peptide,  dopamine,  and  eicosanoids.  and  their  role  in  renal  dysfunction  and  hypertension. 

o The  role  played  by  intrinsic  morphological  and  physiological  aberrations  of  the  kidney  resulting  in 

hypertension. 

o Gender- related  mechanisms  associated  with  the  development  of  kidney  disease  and  hypertension  in  Blacks. 

o Studies  in  genetics  and  immunogenetics,  including  identification  of  and  studies  in,  demonstration  families 
and  appropriate  animal  models.  This  approach  would  include  studies  to  select  and  identify  Black  family 
configurations;  to  phenotypical ly  characterize  their  members;  to  collect,  analyze,  immortalize,  and  store  cell 
lines  from  these  individuals;  and  to  use  the  DNA  to  identify  markers  and  genes  for  kidney  disease  and 
hypertension. 

o Polycystic  kidney  disease  in  Blacks. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  the  traditional  research  project  (R01)  grant  and  will  be  governed  by 
the  current  policies  of  grant  programs  of  the  National  Institutes  of  Health.  Up  to  five  years  of  support  will 
be  provided  (renewable  for  subsequent  periods)  subject  to  the  availability  of  funds  and  progress  achieved. 

FUNDS  AVAILABLE 

For  FY  1992,  $1.5  million  in  total  costs  will  be  allocated  by  NIDDK  and  NHLBI  to  fund  applications  submitted 
in  response  to  this  RFA.  It  is  anticipated  that  six  to  eight  awards  will  be  made.  However,  this  funding  level 
is  dependent  upon  the  receipt  of  a sufficient  number  of  applications  of  high  scientific  merit.  Although  this 
program  is  provided  for  in  the  financial  plans  of  the  NIDDK  and  the  NHLBI,  the  award  of  grants  pursuant  to  this 
RFA  is  contingent  upon  appropriated  funds  for  this  purpose.  Applicants  must  limit  the  budget  requests  to  no 
more  than  $160,000  in  direct  costs  for  the  first  year.  The  earliest  award  date  will  be  September  30,  1992. 

SPECIAL  INSTRUCTIONS  FOR  INCLUSION  OF  UOMEN  AND  MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  and  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review.  Data  available  at  present  shows  that  end  stage  renal  disease 
associated  with  hypertension  occurs  in  Blacks  to  a greater  extent  than  any  other  racial  group  in  the  U.S. 
Therefore,  for  the  purposes  of  this  RFA,  minorities  are  limited  to  Blacks.  If  other  racial  groups  are  used  as 
controls,  it  must  be  justified  in  the  study  design. 
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REVIEW  PROCEDURES 


Applications  will  be  reviewed  by  the  Division  of  Research  Grants  (DRG)  for  completeness.  Incomplete 
applications  will  be  returned  to  the  applicant  without  further  consideration.  Complete  applications  will  then 
be  reviewed  for  scientific  and  technical  merit  by  an  Initial  Review  Group  that  will  be  convened  by  the  Review 
Branch,  Division  of  Extramural  Activities,  NIDDK.  Second  level  review  will  be  carried  out  by  the  Advisory 
Councils  of  the  National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases  and  the  National  Heart,  Lung, 
and  Blood  Institute. 

APPLICATION  PROCEDURES 

LETTER  OF  INTENT 

Prospective  applicants  are  encouraged  to  submit  an  optional  letter  of  intent  that  includes  a descriptive  title 
of  the  grant  application,  the  name  of  the  Principal  Investigator,  the  institutional  affiliation  of  the  Principal 
Investigator,  and  any  other  participating  institutions.  Since  such  letters  are  requested  only  for  the  purpose 
of  obtaining  an  indication  of  the  number  and  scope  of  applications  likely  to  be  received,  their  receipt  will 
not  be  acknowledged.  A letter  of  intent  is  not  binding,  and  will  not  enter  into  the  review  of  the  application 
subsequently  submitted,  nor  is  it  required  for  application.  This  letter  of  intent,  is  to  be  received  by 
February  13,  1992,  and  is  to  be  sent  to: 

Robert  D.  Hammond,  Ph.D. 

Chief,  Review  Branch,  DEA 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 
Westwood  Building,  Room  603 
Bethesda,  MD  20892 
FAX:  (301)  402-1277 

Applications  must  be  submitted  using  form  PHS  398  (rev.  10/88)  that  is  available  in  the  business  office  or 
grants  office  of  most  academic  or  research  institutions  and  from  the  Office  of  Grants  Inquiries,  Division  of 
Research  Grants,  National  Institutes  of  Health,  5333  Westbard  Avenue,  Bethesda,  MD  20892,  telephone  (301) 
496-7441.  Detailed  instructions  on  application  submission  are  described  in  the  RFA. 

INQUIRIES 

It  is  essential  that  prospective  applicants  obtain  the  RFA  prior  to  preparing  an  application.  The  RFA  can  be 
obtained  by  contacting: 

Lawrence  Y.  Agodoa,  M.D. 

Director  of  Clinical  Affairs,  DKUHD 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  3A11 

Bethesda,  MD  20892 

Telephone:  (301)  496-7572 

FAX:  (301)  402-0223 

or 

Paul  A.  Velletri,  Ph.D. 

Program  Administrator,  HKDB/DHVD 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Rm  4C10 

Bethesda,  MD  20892 

Telephone:  (301)  496-1857 

FAX:  (301)  496-9882 

For  fiscal  and  administrative  matters,  contact: 

Mrs.  Helen  Ling 

Grants  Management  Specialist 

National  Institute  of  Diabetes  and  Digestive  and  Kidney  Diseases 

Westwood  Building,  Room  639 

Bethesda,  Maryland  20892 

Telephone:  (301)  496-746 7 

FAX:  (301)  496-9721 

or 

Ms.  Jane  R.  Davis 

Chief,  Blood  Diseases  and  Resources  Grants  Management  Section 

Grants  Operation  Branch,  DEA 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A15B 

Bethesda,  Maryland  20892 
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Telephone:  (301)  496-7257 
FAX:  (301)  402-1200 


AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.849,  (Kidney,  Urologic  and 
Hematologic  Diseases)  and  93.837  (Heart  and  Vascular  Diseases).  Grants  will  be  awarded  under  the  authority  of 
the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended;  42  USC  241)  and 
administered  under  PHS  grant  policies  and  Federal  Regulations  at  42  CFR  Part  52  and  45  CFR  Part  74.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 

INDIVIDUAL  POSTDOCTORAL  AND  SENIOR  FELLOWSHIPS  IN  GENOHIC  ANALYSIS  AND  TECHNOLOGY  AND  THE  ETHICAL.  LEGAL  AND 

SOCIAL  IMPLICATIONS  OF  HUMAN  GENOME  RESEARCH 

PA:  PA-92-21 

P.T.  22:  K.W.  0720005,  1215018,  1014004 
National  Center  for  Human  Genome  Research 
PURPOSE 

The  mission  of  the  National  Center  for  Human  Genome  Research  (NCHGR)  is  to  characterize  the  human  genome  and 
the  genomes  of  selected  model  organisms.  The  research  program  has  the  following  interrelated  goals:  the 
construction  of  high-resolution  genetic  linkage  maps;  the  development  of  a variety  of  physical  maps;  the 
determination  of  the  complete  nucleotide  sequence  of  the  DNA  of  human  and  other  selected  model  organisms;  the 
development  of  the  capability  for  collecting,  storing,  distributing,  and  analyzing  the  data  produced;  the 
development  of  appropriate  new  technologies  to  achieve  these  goals;  and  the  examination  of  the  ethical,  legal, 
and  social  implications  of  the  Human  Genome  Program.  These  goals  are  discussed  in  detail  in  the  document, 
"Understanding  Our  Genetic  Inheritance  - The  U.S.  Human  Genome  Project:  The  First  Five  Years  - FY  1991-1995," 
available  from  the  Human  Genome  Management  Information  Center,  Oak  Ridge  National  Laboratory;  Oak  Ridge,  TN 
37831-6050,  telephone  (615)  576-6669. 

To  accomplish  the  goals  of  the  NCHGR  research  program  and  to  use,  for  further  research,  the  resources  that  the 
program  will  develop,  scientists  who  are  well-trained  in  one  or  more  of  a variety  of  disciplines  will  be  needed. 
Therefore,  the  NCHGR  is  offering  both  individual  postdoctoral  fellowships  and  senior  fellowships  to  highly 
qualified  scientists  who  are  seeking  training  that  will  enable  them  to  engage  in  research  relevant  to  the  genome 
project.  The  goal  of  the  fellowship  program  is  to  train  highly  skilled  scientists  who  will  use  their  expertise 
to  develop  research  programs  in  the  mapping  and  sequencing  of  the  human  genome  and  the  genomes  of  other 
organisms  in  the  analysis  of  the  resulting  data  and  in  the  development  of  biological,  medical,  or 
biotechnological  applications  based  on  the  data.  An  additional  goal  is  the  training  of  scholars  interested  in 
examining  the  ethical,  legal,  and  social  implications  of  human  genome  research. 

The  NCHGR  is  interested  in  offering  fellowships  to: 

o molecular  biologists  and  geneticists  who  wish  to  receive  additional  training  in  genomic  analysis  or  other 
technical  areas  relevant  to  genome  research; 

o non-biologists,  such  as  those  with  degrees  in  the  mathematical,  physical,  chemical,  engineering,  and/or 
computer  sciences,  who  wish  to  obtain  training  in  molecular  biology  or  genetics  in  order  to  pursue 
interdisciplinary  approaches  to  genome  studies; 

o biologists  and  other  scientists  who  wish  to  obtain  training  that  will  allow  them  to  address  the  ethical, 
legal  and  social  implications  (ELS1)  of  human  genome  research;  and 

o scholars  trained  in  the  humanities  who  wish  to  receive  training  in  genomic  research  in  order  to  pursue 
studies  in  the  ELSI  area. 

ELIGIBILITY 

Scientists  at  all  career  levels  are  encouraged  to  apply  for  these  fellowships.  Individuals  who  have  received 
their  doctorate  within  the  last  seven  years  may  apply  for  the  traditional  postdoctoral  fellowship  (F32).  The 
F32  mechanism  is  designed  to  provide  research  training  to  individuals  who  wish  to  receive  in-depth  training  in 
one  of  the  several  areas  of  genomic  research.  Moreover,  an  individual  who  has  already  completed  one 
postdoctoral  fellowship  in  another  scientific  discipline  may  be  eligible  for  a postdoctoral  fellowship  in 
genomic  research  if  the  additional  training  can  be  justified  in  the  context  of  the  individual's  future 
commitment  to  pursuing  a career  in  genomic  research.  Experienced  investigators  or  individuals  who  have  had  a 
hiatus  in  their  research  career  may  apply  for  a one-  or  two-year  Senior  Fellowship  (F33)  to  develop  skills  or 
to  update  their  knowledge  in  a particular  area  of  genomic  research  or  analysis.  Applications  from  women  and 
minority  scientists  are  especially  encouraged. 
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MECHANISM  OF  SUPPORT 


Support  for  fellowships  will  be  provided  through  the  National  Research  Service  Award  (NRSA).  The  stipend  levels 
for  the  individual  postdoctoral  fellowships  range  from  $18,600  to  $32,300,  depending  on  the  number  of  years  of 
relevant  experience  subsequent  to  the  award  of  the  doctoral  degree.  The  stipend  level  for  senior  fellowships 
is  $32,300  per  annum.  In  addition,  the  training  institution  may  request  an  institutional  allowance  of  up  to 
$3,000  per  year  for  supplies,  equipment,  travel,  tuition,  fees,  insurance,  and  other  training-related  expenses. 
Individual  postdoctoral  fellowships  are  made  for  project  periods  of  up  to  three  years. 

Recipients  of  National  Research  Service  Awards  are  subject  to  payback  provisions.  Details  about  this 
requirement  and  the  policies  governing  this  program  can  be  found  in  the  National  Research  Service  Awards 
Guidelines,  that  were  published  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol.  13,  No.  1,  January  6,  1984. 
Single  copies  are  available  from  the  offices  listed  below. 

REVIEW  PROCEDURES 

Applications  for  fellowships  are  reviewed  for  scientific  merit  by  an  initial  review  group  established  by  the 
Division  of  Research  Grants,  NIH.  The  following  factors  are  considered  in  the  review  of  fellowship 
applications:  (1)  the  candidate's  potential  for  a research  career;  (2)  the  scientific  merit  and  training 
potential  of  the  research  proposal;  (3)  the  training  environment  and  resources;  and  (4)  the  protections  accorded 
human  subjects  and  vertebrate  animals.  The  second  level  of  review  is  performed  by  the  appropriate  Institute, 
Center,  or  Division. 

APPLICATIONS  PROCEDURES 

Application  kits,  PHS  416-1  (rev.  4/89),  are  available  from  the  university  business  office  and  from  the  Office 
of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Uestwood  Building,  Room  449, 
Bethesda,  MD  20892,  telephone:  301/496-7441.  All  individual  fellowship  applications  are  on  an  expedited 
review  schedule.  Receipt  dates  for  applications  are  January  10,  May  10,  and  September  10  annually.  The 
earliest  dates  that  awards  can  be  made  are  July,  December,  and  March,  respectively.  Three  letters  of  reference 
must  accompany  the  application. 

INQUIRIES 

For  additional  information  about  individual  and  senior  postdoctoral  fellowship  opportunities  available  through 
the  NCHGR,  contact: 

Individual  and  Senior  Fellowships  in  Genomic  Analysis  and  Technology: 

Bettie  J.  Graham,  Ph.D. 

Chief,  Research  Grants  Branch 

National  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  610 

Bethesda,  MD  20892 

Telephone:  (301)  496-7531 

E-mail:  B2G3N I HCU.BITNET ; B2G3CU.NIH.GOV 

Individual  and  Senior  ELSI  Fellowships: 

Eric  T.  Juengst,  Ph.D. 

Director,  Ethical,  Legal,  and  Social  Implications  Program 

National  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  617 

Bethesda,  MD  20892 

Telephone:  (301)  402-0911 

E-mail:  E JS3N I HCU.BITNET ; EJS3CU.NIH.GOV 

For  information  about  PHS  Grant  Policy,  applicants  may  contact: 

Ms.  Alice  Thomas 

Chief,  Grants  and  Contracts  Management  Branch 

National  Center  for  Human  Genome  Research 

National  Institutes  of  Health 

Building  38A,  Room  613 

Bethesda,  MD  20892 

Telephone:  (301)  402-0733 

E-mail:  AT33N I HCU.BITNET;  AT33CU.N1H.GOV 

The  program  and  grants  management  officials  welcome  the  opportunity  to  clarify  any  issues  or  questions  related 
to  this  announcement  and  encourage  written  and  telephone  inquiries. 
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AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.172.  Awards  will  be  made  under 
the  authority  of  the  Public  Health  Service  Act,  Sections  301  (Public  Law  78-410,  as  amended  42  U.S.C.  241)  and 
administered  under  PHS  grants  policies.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


NATIONAL  RESEARCH  SERVICE  AWARDS  IN  GENOMIC  ANALYSIS 

PA:  PA-92-22 

P.T . 22,  44;  K.U.  0720005,  1215018,  1002058,  0755045 
National  Center  for  Human  Genome  Research 

The  National  Center  for  Human  Genome  Research  (NCHGR)  announces  a broadly  based  program  to  train  individuals 
to:  (1)  develop  new  technology  to  expeditiously  accomplish  the  goals  of  the  Human  Genome  Program,  (2)  develop 
research  programs  in  the  mapping  or  determination  of  the  DNA  sequence  of  the  human  genome  and  the  genomes  of 
other  organisms,  or  (3)  analyze  and  apply  the  resulting  data  to  solve  problems  of  biological  interest.  These 
research  training  opportunities  will  be  supported  through  predoctoral  institutional  training  grants  (T32s), 
individual  postdoctoral  fellowships  (F32s),  and  senior  fellowships  (F33s). 

This  is  a reissue  of  a Program  Announcement  that  appeared  in  the  NIH  Guide  for  Grants  and  Contracts,  Vol.  18, 
No.  25,  July  21,  1989. 

BACKGROUND 

The  National  Institutes  of  Health  (NIH)  is  currently  engaged,  along  with  several  other  Federal,  private,  and 
international  organizations,  in  a research  program  designed  to  characterize  the  human  genome  and  the  genomes 
of  selected  model  organisms.  This  endeavor,  known  as  the  Human  Genome  Project,  has  several  interrelated  goals: 
the  construction  of  a high-resolution  genetic  linkage  map  of  the  human;  the  development  of  physical  maps  of  the 
human  genome  and  the  genomes  of  selected  model  organisms;  the  determination  of  the  complete  nucleotide  sequence 
of  human  DNA  and  the  DNA  of  several  model  organisms;  the  development  of  the  ability  to  collect,  store, 
distribute,  and  analyze  the  data  that  accrue  from  these  activities;  the  development  of  appropriate  new 
technologies  to  achieve  these  goals;  and  the  examination  of  the  ethical,  legal,  and  social  implications  of  the 
Human  Genome  Program.  These  goals  are  discussed  in  detail  in  the  document,  "Understanding  Our  Genetic 
Inheri tance-The  U.S.  Human  Genome  Project:  The  First  Five  Years  - FY  1991-1995,"  available  from  the  Human 
Genome  Management  Information  Center,  Oak  Ridge  National  Laboratory,  Oak  Ridge,  TN  37831-6050,  telephone  (615) 
576-6669. 

The  aim  of  the  genome  program  is  to  produce  a set  of  research  resources  including  methodologies,  materials, 
information  and  instruments.  It  is  expected  that  these  resources  will  significantly  improve  the  ability  of 
scientists  to  study  basic  biological  phenomena,  to  determine  the  genetic  aspects  of  human  diseases,  and  to 
develop  methods  of  diagnosing  and  treating  such  diseases. 

To  achieve  the  goals  of  the  genome  program,  there  are  many  biological  and  technological  research  problems  that 
need  to  be  solved.  Attaining  the  solutions  to  these  problems  will  require  that  the  research  methods  of  the 
biological  sciences  be  augmented  and  complemented  by  the  approaches  and  methods  of  sciences  such  as  physics, 
mathematics,  computer  science,  chemistry,  and  engineering.  However,  it  is  widely  perceived  that  there  is  a 
critical  shortage  of  scientists  with  the  appropriate  skills  to  bring  such  multidisciplinary  approaches  to  the 
necessary  research.  In  addition  to  providing  training  opportunities  for  individuals  who  are  capable  of 
developing  new  technology  and  tools,  there  is  also  a need  to  provide  training  opportunities  to  molecular 
biologists  and  geneticists  who  will  take  advantage  of  the  resources  provided  by  the  Human  Genome  Program  to 
address  important  research  problems  as  they  relate  to  disease  and  development.  The  intent  of  the  NCHGR  research 
training  program  in  genomic  analysis  and  technology  is  to  develop  and  support  institutional  programs  and 
individual  fellowships  that  provide  research  training  that  emphasizes  the  importance  of  the  joint  application 
of  one  or  more  of  these  other  sciences  with  biological  approaches  in  the  investigation  of  those  areas  of 
biomedical  research  relevant  to  the  broad  field  of  genomic  analysis.  Opportunities  are  available  for 
predoctoral  students  and  junior  and  senior  scientists  with  doctoral  degrees. 

A.  INSTITUTIONAL  PREDOCTORAL  RESEARCH  TRAINING  PROGRAMS  (T32) 

The  goal  of  PREDOCTORAL  RESEARCH  TRAINING  in  genomic  analysis  is  to  provide  interdisciplinary  training  in  which 
students  are  prepared  with  a deep  understanding  of  how  the  methods  and  principles  of  one  or  more  non-biological 
sciences  can  interact  with  those  of  biology  to  allow  investigation  of  research  problems  related  to  genomic 
analysis.  Such  programs  must  be  capable  of  attracting  students  with  different  scientific  backgrounds  and  must 
have  sufficient  flexibility  to  provide  the  appropriate  training  to  individual  candidates.  For  example,  for 
individuals  whose  undergraduate  background  was  not  in  the  biological  sciences,  genome- related  training  should 
include  special  course-work  to  provide  a working  background  in  biological  sciences  prior  to  beginning  laboratory 
research.  Conversely,  by  including  faculty  who  provide  strength  in  fields  such  as  engineering,  mathematics, 
physics,  chemistry,  and  computer  science,  individuals  who  enter  with  a background  in  the  biological  sciences 
should  be  provided  with  opportunities  for  training  in  the  broader  areas  that  will  allow  them  to  become 
scientists  able  to  address  the  needs  of  genome  research. 
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Although  the  immediate  objectives  of  the  genome  training  program  are  framed  in  terms  of  addressing  the  goals 
of  the  Human  Genome  Program,  such  training  must  also  have  broader  goals.  The  most  successful  programs  will  be 
those  that  train  skilled  scientists  able  to  develop  independent  research  programs  that  will  not  only  be  useful 
in  attaining  the  goals  of  the  Human  Genome  Program,  but  will  then  be  able  to  utilize  the  resources  developed 
through  that  program  to  address  important  biological  research  questions.  Thus,  it  is  essential  that  students 
who  are  supported  under  this  program  receive  thorough  training  in  modern  biomedical  research.  The  inter- 
disciplinary training  envisioned  in  the  predoctoral  component  of  this  initiative  must  follow  fundamentally  sound 
undergraduate  preparation  in  biology,  computer  science,  applied  mathematics,  chemistry,  physics,  or  engineering. 
In  other  words,  the  training  program  in  genome  research  is  designed  to  allow  trainees  access  to  broad  research 
opportunities  across  disciplinary  and  departmental  lines,  while  not  sacrificing  the  standards  of  depth  and 
creativity  characteristic  of  the  best  Ph.D.  and  postdoctoral  programs  of  individual  departments.  One  way  to 
achieve  the  desired  breadth  would  be  cooperative  involvement  of  faculty  members  from  several  disciplines  and 
departments  as  research  mentors. 

The  stipend  level  for  PREDOCTORAL  trainees  is  $8,800  per  annum.  In  addition,  the  applicant  institution  may 
request  expenses  for  tuition  and  fees  and  up  to  $1,500  per  year  for  each  predoctoral  trainee  to  defray  research 
supplies,  equipment,  travel  to  scientific  meetings,  medical  insurance,  and  any  other  training-related  expense. 
Tuition  and  fees  and  medical  insurance  are  allowable  costs  only  if  required  of  all  persons  in  a similar  training 
status  regardless  of  the  source  of  support.  Indirect  costs  will  be  paid  at  eight  percent  of  total  allowable 
direct  costs,  or  actual  costs,  whichever  is  less. 

Institutional  training  grants  are  made  for  project  periods  of  up  to  five  years  and  are  renewable.  However,  no 
single  predoctoral  trainee  may  receive  more  than  five  years  of  aggregate  support  unless  a specific  waiver  is 
obtained  from  the  NCHGR . 

REVIEW  PROCEDURES 

Applications  will  be  evaluated  for  scientific  merit  by  the  an  appropriate  Institute,  Center,  or  Division  review 
committee.  The  following  criteria  will  be  considered:  the  research  and  training  experience  and  leadership 
capabilities  of  the  program  director;  the  qualifications  and  commitment  of  the  training  faculty  as  measured  by 
research  grant  support,  publication  record,  and  post-training  record;  the  quality  of  the  applicant  pool;  the 
number  of  predoctoral  students  currently  receiving  training;  the  design  of  the  training  program  including  its 
relevance  to  the  goals  of  the  Human  Genome  Program;  guidance  and  quality  control  of  the  individual  trainee's 
programs;  training  record  of  the  participating  faculty;  and  adequacy  of  the  resources  and  environment. 
Following  assessment  of  the  quality  of  the  proposed  training  and  assignment  of  priority  scores  indicative  of 
the  merit,  the  initial  review  group  will  evaluate  each  applicant's  plans  for  (1)  attracting  individuals  from 
underrepresented  minority  groups  and  training  them  for  research  careers  and  (2)  plans  for  instructing  students 
in  the  responsible  conduct  of  research.  If  an  application  is  deficient  in  either  of  these  areas,  it  may  not 
be  funded,  regardless  of  scientific  merit. 

Site  visits  may,  but  are  not  likely  to,  be  conducted  as  part  of  the  review  process.  Therefore,  applicants  must 
present  a complete  and  wel l- justified  written  application  and  not  depend  on  a site  visit  to  amplify  the 
appl i cat  ion. 

Subsequent  to  initial  review,  applications  will  be  reviewed  by  an  appropriate  national  advisory  council.  Among 
the  information  the  Council  will  consider  is  the  initial  review  group's  comments  on  the  recruitment  of 
individuals  from  underrepresented  minority  groups  into  the  training  program. 

B.  INDIVIDUAL  AND  SENIOR  POSTDOCTORAL  FELLOWSHIPS 

The  NCHGR  also  supports  individual  (F32)  and  senior  (F33)  postdoctoral  fellowships  under  a separate  program 
announcement.  These  fellowships  are  open  to  molecular  biologists;  physical,  chemical,  mathematical,  and 
computer  scientists;  engineers;  and  those  trained  in  the  humanities  who  wish  to  receive  training  in  genomic 
research  or  the  ethical,  legal,  and  social  implications  of  human  genome  research.  The  stipend  level  for  the 
individual  postdoctoral  fellowships  ranges  from  $18,600  to  $32,300,  depending  on  the  number  of  years  of  relevant 
experience  subsequent  to  the  award  of  the  doctoral  degree.  For  further  information,  contact  Dr.  Graham  at  the 
address  below. 

APPLICATION  PROCEDURES 

Applications  must  be  submitted  using  form  PHS  398  (rev.  10/88).  Receipt  dates  for  the  institutional  training 
grant  and  fellowship  applications  described  in  this  announcement  are  January  10,  May  10,  and  September  10, 
annual ly. 

Application  material  is  available  from  university  business  offices  and  from  the  Office  of  Grants  Inquiries, 
Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD  20892, 
telephone  301/496-7441. 

Recipients  of  National  Research  Service  Awards  are  subject  to  payback  provisions.  Details  about  the  policies 
and  payback  provisions  governing  the  institutional  predoctoral  training  grant,  the  postdoctoral  fellowship,  and 
the  senior  fellowship  can  be  found  in  the  National  Research  Service  Awards  Guidelines,  published  in  the  NIH 
Guide  for  Grants  and  Contracts,  Vol.  13,  No.  1,  January  6,  1984,  which  is  available  from  the  office  listed 
below. 
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INQUIRIES 


For  additional  information  about  the  National  Research  Service  Award  institutional  training  grants  (T32s), 
individual  fellowships  (F32s,  F33s),  and  to  request  specific  instructions  for  completing  T32  applications, 
contact  the  following  individuals  according  to  the  field  of  training  envisioned: 

Genomic  Analysis  and  Technology  (T32,  F32,  F33) 

Bettie  J.  Graham,  Ph.D. 

National  Center  for  Human  Genome  Research 

Building  38A,  Room  610 

Bethesda,  MD  20892 

Telephone:  (301)  496-7531 

E-mail:  B2G3NIHCU.BITNET ; B2G3CU.NIH.GOV 

Ethical,  Legal  and  Social  Implications  of  Human  Genome  Research  (F32  and  F33) 

Eric  T.  Juengst,  Ph.D. 

National  Center  for  Human  Genome  Research 

Building  38A,  Room  617 

Bethesda,  MD  20892 

Telephone:  (301)  402-0911 

E-mail:  EJS3NIHCU.BITNET;  EJS3CU.NIH.GOV 

For  information  about  PHS  Grant  Policy,  applicants  may  contact: 

Ms.  Alice  Thomas 

Chief,  Grants  and  Contracts  Management  Branch 

National  Center  for  Human  Genome  Research 

Building  38A,  Room  613 

Bethesda,  MD  20892 

Telephone:  (301)  402-0733 

E-mail:  AT33NIHCU.BITNET ; AT33CU.NIH.GOV 

The  program  and  grants  management  officials  welcome  the  opportunity  to  clarify  any  issues  or  questions  related 
to  this  Program  Announcement  and  encourage  written  or  telephone  inquiries. 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.172.  Awards  will  be  made  under 
the  authority  of  the  Public  Health  Service  Act,  Sections  301  (Public  Law  78-410,  as  amended  42  U.S.C.  241)  and 
administered  under  PHS  grants  policies.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  to  Health  Systems  Agency  review. 


COMPARATIVE  MEDICINE  RESEARCH  PROGRAM  PROJECTS 

PA:  PA-92-23 

P.T.  34;  K.W.  0765035,  0404000,  0201058,  0720030 
National  Center  for  Research  Resources 
PURPOSE 

The  Comparative  Medicine  Program  (CMP)  of  the  National  Center  for  Research  Resources  (NCRR)  invites  grant 
applications  for  the  newly  created  Comparative  Medicine  Research  Program  Project  (CMRPP)  activity.  Considering 
the  importance  of  laboratory  animals  in  biomedical  research,  a thorough  understanding  of  their  biology, 
pathophysiology,  behavior,  diseases,  and  uses  is  essential  for  making  meaningful  extrapolations  in  studies 
related  to  human  health  and  disease.  This  new  activity  will  establish  CMRPPs  where  such  vitally  needed 
laboratory  animal  studies  may  be  conducted.  Funding  will  be  provided  to  CMRPPs  to  support  a multidisciplinary, 
multicategorical  research  program  that  focuses  on  biomedical  research  related  to  laboratory  animal  medicine, 
pathology,  and  science.  Each  CMRPP  will  carry  out  research  on  a minimum  of  three  and  a maximum  of  six  specific 
projects.  In  addition,  CMRPPs  may  have  a core  support  unit  to  provide  administrative  services  and  institutional 
research- related  laboratory  animal  diagnostic  services  for  its  research  program.  Each  CMRPP  will  be  under  the 
leadership  of  a Principal  Investigator  (PI)  with  established  scientific  and  administrative  competence.  The  PI 
will  be  responsible  for  the  administrative  oversight  of  CMRPP  research  projects  and  for  the  core  support  unit. 

ELIGIBILITY  REQUIREMENTS 

Any  domestic  non-profit  or  for-profit  institution  or  organization  with  research  resources  and  facilities  for 
laboratory  animals  is  eligible  to  apply.  The  applicant  institution  must  also  have  substantial  and  established 
research  programs  involving  laboratory  animals,  professional  and  technical  staff  to  conduct  high  quality 
biomedical  research,  in-house  laboratory  animal  diagnostic  capabilities,  and  excellent  institutional  research 
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resources  and  facilities  for  laboratory  animals.  An  institution  is  eligible  to  have  only  one  CHRPP  award. 
Institutions  are  not  eligible  for  support  if  they  are  currently  funded  by  the  CMP  under  the  Animal  Resource 
Laboratories  (ARL)  or  Diagnostic  and  Investigative  Laboratories  (DIL)  program,  which  is  being  discontinued. 
However,  eligibility  to  apply  for  CMRPP  support  can  be  established  if  an  ARL/DIL  award  terminates  or  the  grantee 
institution  elects  to  relinquish  the  ARL/DIL  award.  Institutions  may  not  receive  support  concurrently  from  both 
an  ARL/DIL  and  a CMRPP. 

MECHANISM  AND  LEVEL  OF  SUPPORT 

The  grant  mechanism  used  for  this  program  will  be  the  research  program  project  grant  (P01).  The  total  project 
period  for  new  and  competing  continuation  (renewal)  applications  may  not  exceed  five  years.  A CMRPP  will 
consist  of  a minimum  of  three  and  a maximum  of  six  research  projects  that  are  each  under  the  leadership  of  an 
experienced  investigator.  A maximum  average  of  $60,000  (direct  costs)  may  be  requested  for  each  research 
project.  The  total  budget  for  six  (maximum)  projects  may  not  exceed  $360,000  (direct  costs).  The  CMRPP  core 
unit  is  expected  to  support  the  research  projects  by  providing  common  laboratory  and  clinical  equipment  and 
administrative  services.  Up  to  20  percent  of  the  combined  direct  cost  budget  proposed  for  the  CMRPP  research 
projects  may  be  requested  for  support  of  the  core  unit.  The  total  direct  costs  requested  for  CMRPP  research 
projects  and  the  core  unit  in  new  and  renewal  applications  may  not  exceed  $432,000  per  year,  although 
appropriate  escalation  will  be  provided. 

RESEARCH  OBJECTIVES 

The  overall  objective  of  a CMRPP  is  to  establish  an  environment  that  will  enhance  scientifically  meritorious 
and  productive  research,  encourage  collaboration,  and  provide  a setting  conducive  to  advanced  research  training. 
It  is  not  an  objective  of  this  program  to  assist  institutions  in  the  development  and  maintenance  of  diagnostic 
laboratories  whose  purpose  is  to  detect,  diagnose,  and  control  diseases  in  their  laboratory  animal  colonies  (the 
discontinuation  of  NCRR  grant  support  for  diagnostic  and  investigative  laboratories  is  the  subject  of  a separate 
NOTICE  published  in  this  issue  of  the  NIH  Guide  for  Grants  and  Contracts).  CMRPPs  will  carry  out  a multi- 
disciplinary, multicategorical  research  program  that  focuses  on  biomedical  research  related  to  laboratory  animal 
medicine,  pathology,  and  science.  The  following  are  examples  of  research  that  may  be  performed  in  CMRPPs: 

o Basic  studies  on  the  normal  and  abnormal  anatomy,  physiology,  genetics,  and  behavior  of  laboratory  animals 
that  are  frequently  used  in  biomedical  research. 

o Studies  that  will  advance  the  development  of  new  animal  models  for  human  or  comparative  medical  studies. 
Of  special  interest  is  the  development  of  innovative  techniques  to  create,  produce,  maintain,  and  preserve 
genetically  designed  transgenic  animals  or  cells  that  can  be  used  to  study  human  diseases  and  develop  genetic 
therapies. 

o Investigations  to  study  the  etiology,  diagnosis,  pathogenesis,  control,  and  prevention  of  laboratory  animal 
diseases  that  adversely  affect  biomedical  research.  Included  in  such  investigations  would  be  the  development 
of  better  diagnostic  techniques  and  procedures  to  detect  and  monitor  infections,  genetic,  and  other  diseases 
in  laboratory  animals. 

Applications  proposing  research  that  falls  exclusively  within  the  categorical  interest  of  a single  NIH 
Institute,  Center,  or  Division  are  not  appropriate  for  funding  in  this  program. 

REVIEU  PROCEDURES 

Applications  will  be  reviewed  for  scientific  and  technical  merit  by  an  appropriate  review  committee  managed  by 
the  Office  of  Review,  NCRR,  in  accordance  with  the  usual  NIH  peer  review  procedures.  Second  level  review  will 
be  provided  by  the  National  Advisory  Research  Resources  Council  (NARRC).  Applications  will  compete  for 
available  funds  within  the  CMP  Laboratory  Animal  Sciences  Program.  Funding  decisions  will  be  based  on  the 
quality  of  the  proposed  project,  the  availability  of  funds,  and  the  achievement  of  appropriate  program  balance. 

APPLICATION  PROCEDURES 

Applications  must  be  submitted  on  grant  application  form  PHS  398  (rev.  10/88)  and  will  be  accepted  at  the 
standard  application  deadlines  as  indicated  in  the  application  kit.  These  forms  are  available  at  business  and 
grants  and  contracts  offices  at  most  academic  and  research  institutions.  They  may  also  be  obtained  from  the 
Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room 
449,  Bethesda,  MD  20892,  telephone  (301)  496-7441.  The  title  and  number  of  this  announcement  must  be  typed 
in  Section  2 on  the  face  page  of  the  application. 

Special  instructions  outlined  in  the  CMRPP  Guidelines  also  apply  to  submissions  and  may  be  obtained  from  the 
Director  of  the  Laboratory  Animal  Sciences  Program  at  the  inquiry  address  indicated  below.  Requests  for 
guidelines  must  include  two  self-addressed  mailing  lables. 

Applicants  are  strontly  encouraged  to  contact  the  program  director  listed  below  prior  to  preparation  of  an 
application. 

The  completed  original  application  (signed  original  including  appendices,  if  any)  and  four  copies  must  be  sent 
or  delivered  to: 
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Grant  Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892-4500** 

Simultaneously,  two  additional  copies  (with  appendices,  if  any)  must  be  sent  under  separate  cover  to: 
Scientific  Review  Administrator 

Comparative  Medicine  Review  Committee,  Office  of  Review 
National  Center  for  Research  Resources 
Uestwood  Building,  Room  10A16 
Bethesda,  MD  20892-4500** 

INQUIRIES 

Requests  for  further  information,  general  consultation  on  program  requirements,  and  the  Program  Announcement 
with  Guidelines,  which  contains  important  information  for  applicants,  are  encouraged  and  may  be  obtained  from: 

Director,  Laboratory  Animal  Science  Program 
Comparative  Medicine  Program 
National  Center  for  Research  Resources 
Westwood  Building,  Room  857 
Bethesda,  MD  20892** 

Telephone:  (301)  496-5175 
FAX:  (301)  480-0868 

Questions  regarding  fiscal  matters  may  be  directed  to: 

Mr.  Paul  Karadbi l 

Grants  Management  Specialist 

Office  of  Grants  and  Contracts  Management 

National  Center  for  Research  Resources 

Westwood  Building,  Room  849 

5333  West bard  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-9840 

AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.306,  Laboratory  Animal  Sciences 
and  Primate  Research.  Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Title  III, 
Section  301  (Public  Law  78.410,  as  amended;  42  USC  241)  and  administered  under  PHS  grant  policies  and  Federal 
Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 


SMALL  GRANT  PROGRAM  ANNOUNCEMENT  FOR  THE  NATIONAL  INSTITUTE  ON  DEAFNESS  AMD  OTHER  COMMUNICATION  DISORDERS 

PA:  PA-92-24 

P.T . 34;  K.W.  0715050,  0715055,  0705070,  0410001 

National  Institute  on  Deafness  and  Other  Communication  Disorders 

This  announcement  supersedes  all  previously  issued  announcements  for  the  National  Institute  on  Deafness  and 
Other  Communication  Disorders  (NIDCD)  Small  Grant  Program.  The  current  Small  Grant  Program  provides  support 
for  pilot  research  that  is  likely  to  lead  to  a subsequent  Individual  Research  Project  Grant  (R01)  or  a First 
Independent  Research  Support  and  Transition  Grant  (FIRST  (R29) ) research  project  application.  The  research  must 
be  focused  on  areas  within  the  mission  of  NIDCD,  that  is,  hearing,  balance/vestibular,  smell,  taste,  voice, 
speech,  and  language. 

ELIGIBILITY 

The  Small  Grant  program  is  designed  solely  to  support  basic  and  clinical  scientists  with  limited  research 
experience  who  are  at  the  beginning  stages  of  their  research  careers. 

Foreign  organizations  and  institutions  are  not  eligible.  Current  and  previous  recipients  of  NIH  research  grants 
such  as  Small  Grant  awards,  R01  or  R29  grants  are  ineligible  for  the  Small  Grant  program.  Individuals  who  have 
received  research  support  from  other  Federal  funding  agencies  are  considered  ineligible. 

Participation  in  the  program  by  investigators  at  minority  institutions  is  encouraged. 

Small  grant  funds  may  not  be  used  to  support  thesis  or  dissertation  research. 
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TERMS  AND  CONDITIONS  OF  THE  AWARD 


Applicants  may  request  up  to  $25,000  (direct  costs)  per  year.  The  grant  may  not  exceed  two  years  and  is  not 
renewable.  Investigators  are  expected  to  seek  continuing  support  for  research  through  a research  project  grant 
(R01)  or  First  Independent  Research  Support  and  Transition  (R29). 

APPLICATION  SUBMISSION  AND  REVIEW  PROCEDURES 

Only  one  Small  Grant  application  may  be  submitted  by  an  investigative  team  per  receipt  date.  Applicants  may 
not  submit  R01  or  R29  applications  on  the  same  topic  concurrently  (to  be  considered  at  the  same  Advisory 
Council)  with  the  submission  of  a Small  Grant  application. 

The  submission,  review,  and  award  schedule  for  the  Small  Grant  Program  is: 


Receipt  Dates 

Institute  Committee 

Counc i l 

Earliest 

for  1992 

Review 

Review 

Funding 

Jan  7 

Feb-Mar 

May 

Jul 

May  6 

Jun 

Sep-Oct 

Dec 

Sep  16 

Oct-Nov 

Jan- Feb 

Apr 

A review  committee  of  the  NIDCD  will  evaluate  each  Small  Grant  application  in  accord  with  the  usual  NIH  peer 
review  procedures  and  criteria.  Applications  will  be  evaluated  with  respect  to  the  following  criteria: 

o significance  and  scientific  merit  of  the  proposed  project; 

o level  of  innovation; 

o investigator's  potential  for  carrying  out  the  research,  as  demonstrated  by  publication  record  and/or  previous 
research/clinical  experience  or  training  relative  to  the  goals  and  methods  of  the  proposed  study; 

o adequacy  of  the  investigator's  time  commitment  to  the  project; 

o potential  of  the  proposed  studies  to  lead  to  more  extensive  research; 

o adequacy  of  the  facilities,  supporting  personnel,  and  available  equipment  for  carrying  out  the  proposed 
studies;  and, 

o justifications  of  budget  requests. 

All  applications  subsequently  will  be  reviewed  by  the  National  Deafness  and  Other  Communication  Disorders 
Advisory  Council. 

The  award  of  grants  is  contingent  on  the  (D  receipt  of  applications  of  high  scientific  merit;  (2) 
responsiveness  to  this  announcement,  including  the  eligibility  of  investigators;  (3)  relevance  to  the  mission 
of  NIDCD;  and  (4)  the  availability  of  appropriated  funds. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research  grants  and  cooperative  agreements  will 
be  required  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit 
to  all  persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on 
the  need  for  inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which 
disproportionately  affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women 
or  minorities  are  excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed 
population-based  studies,  a clear  compelling  rationale  should  be  provided. 

The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS 
398  in  Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e..  Native 
Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or 
conditions,  including  but  not  limited  to  clinical  trials. 
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The  usual  N I H policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 
results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 
in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 
to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

METHOD  OF  APPLYING 

The  research  grant  application  form  PHS  398  (rev  10/88)  must  be  used.  Application  kits  are  available  from  the 
business  offices  or  the  offices  of  sponsored  research  of  most  institutions;  from  the  Division  of  Research 
Grants,  National  Institutes  of  Health  (telephone:  301-496-7441);  and  from  NIDCD  Division  staff  listed  below. 

On  the  face  page  of  the  application:  Item  2.  Type  "Small  Grant  Program  NIDCD".  Check  the  "YES"  box. 

Section  2.  Do  not  exceed  a total  of  five  pages  for  the  following  sections:  specific  aims,  background  and 
significance,  progress  report/prel  iminary  studies,  and  experimental  design  and  methods.  A half-page  introduction 
is  acceptable  only  for  revised  applications.  Applications  that  exceed  the  page  limitation  or  NIH  requirements 
for  type  size  and  margins  will  be  returned  to  the  investigator.  The  five  page  limitation  does  not  include 
ancillary  subsections  of  Section  2 (Human  Subjects,  Consortia). 

Section  3.  Appendix  materials  are  not  allowed. 

Use  the  mailing  label  in  the  application  kit  to  mail  the  original  and  four  copies  of  the  application  to  the 
Division  of  Research  Grants.  To  ensure  that  the  application  is  received  in  sufficient  time  for  the  review,  send 
one  copy  of  the  application  to: 

Chief,  Scientific  Review  Branch 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
National  Institutes  of  Health 
Executive  Plaza  South,  Room  400-B 
6120  Executive  Plaza  Blvd. 

RockvillemMD  20892 

For  additional  information,  investigators  are  encouraged  to  call  (301-496-5061)  or  write  to  NIDCD  staff 
responsible  for  grants  in  the  investigator's  particular  area  of  scientific  interest: 

Dr.  Beth  Ansel l (voice,  speech) 

Dr.  Judith  Cooper  (language) 

Dr.  Amy  Donahue  (hearing) 

Dr.  Jack  Pearl  (chemical  senses) 

Dr.  Daniel  Sklare  (balance/vestibular) 

For  budgetary  and  fiscal  questions,  contact: 

Sharon  Hunt 

Grants  Management  Officer 

National  Institute  on  Deafness  and  Other  Communication  Disorders 
Executive  Plaza  South,  Room  400-B 
6120  Executive  Plaza  Blvd. 

Rockville,  MD  20872 
Telephone:  (301)  402-0909 

AUTHORITY  AND  REGULATIONS 

Awards  will  be  made  under  the  authority  of  the  Public  Health  Service  Act,  Section  301  (Public  Law  78-410,  as 
amended;  42  USC  241)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52  and  45 
CFR  Part  74.  The  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372 
or  to  Health  Systems  Agency  review. 
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NOTICES 


NIH  REGIONAL  SEMINAR  IN  GRANTS  ADMINISTRATION 

P.T . 42;  K.W.  1014006 
National  Institutes  of  Health 

The  Grants  Policy  Office  of  the  National  Institutes  of  Health  is  sponsoring  a two-day  seminar  on  program 
funding  and  grants  administration.  The  seminar  covers  topics  of  interest  to  both  academic  researchers  and 
grants  administrators  and  will  be  held  on  January  23-24,  1992,  at  the  University  of  Houston,  Houston,  Texas. 

The  conference  is  designed  for  an  audience  of  researchers  and  research  administrators  at  institutions  in  the 
southwest  region  of  the  country.  Those  interested  from  other  regions  are  also  welcome.  Investigators  and  staff 
from  small  and  minority  colleges,  for-profit  research  organizations,  hospitals,  universities,  and  research 
institutes  are  encouraged  to  attend. 

Discussions  of  current  issues  that  affect  NIH  funding  and  grants  administration  are  included  to  give  conference 
participants  a comprehensive,  up-to-date  view  of  NIH-sponsored  research.  The  first  day  of  the  conference  focuses 
on  current  areas  of  interest  to  the  research  programs  of  the  various  awarding  components  that  comprise  the  NIH. 
Preparation  of  an  NIH  application  and  the  NIH  review  process  are  included  as  agenda  topics.  In  addition,  a 
panel  of  Principal  Investigators  will  give  their  perspective  and  advice  on  writing  a successful  application. 
The  program  for  the  second  day  covers  topics  associated  with  pre-award  and  post-award  administration  of  NIH 
grants  and  contracts.  Policy  and  procedural  issues  affecting  NIH  grants  administration  form  the  basis  of  the 
program.  General  discussions  on  current  issues  and  the  changes  they  precipitate  are  integrated  with  more 
specific  discussions  regarding  special  career  development  programs,  cost  management  and  award  practices,  and 
electronic  grant  application  development. 

Mr.  Geoffrey  Grant,  Grants  Policy  Officer  in  the  Office  of  Extramural  Research  at  NIH  and  program  and  grants 
management  staff  from  several  NIH  institutes  and  centers  and  representatives  from  the  Division  of  Research 
Grants  are  featured  speakers.  Time  will  be  available  each  day  for  conference  participants  to  meet  informally 


with  the  NIH  representatives  to  discuss  topics  of  special  interest. 


Conference  schedule  and  fee  information  will  be  mailed  in  December.  For  more  information,  contact  Ms.  Linda 
Keng,  (713)  749-3412. 


SALARY  LIMITATION  ON  GRANTS  AMD  CONTRACTS 

P.T.  34;  K.U.  1014006 
National  Institutes  of  Health 

Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 

The  purpose  of  this  notice  is  to  inform  grant  and  cooperative  agreement  applicants  and  contract  offerors  of  the 
Congressional ly-mandated  provision  for  the  limitation  of  salary  for  the  second  consecutive  year  of  funding. 

Section  212  of  the  Appropriations  Act  of  the  Department  of  Health  and  Human  Services  for  fiscal  year  (FY)  1992 
(October  1,  1991 -September  30,  1992)  (Public  Law  102-170)  limits  the  amount  of  the  direct  salary  of  an 
individual  under  a grant  or  contract  award  issued  by  the  National  Institutes  of  Health  (NIH)  and  the  Alcohol, 
Drug  Abuse,  and  Mental  Health  Administration  (ADAMHA)  to  no  more  than  $125,000  per  year  (for  100  percent 
effort).  This  requirement  is  an  increase  from  the  limitation  of  $120,000  in  FY  1991. 

NIH  and  ADAMHA  will  apply  the  restriction  to  all  grant,  cooperative  agreement,  and  contract  awards  and  to  all 
funding  amendments  to  existing  grants  and  contracts  made  during  FY  1992  and  with  FY  1992  funds.  The  salary 
limitation  applies  to  amounts  PERMITTED  in  grant  and  contract  awards  as  well  as  CHARGED  to  those  awards. 

However,  an  individual's  institutional  salary,  per  se,  is  NOT  constrained  by  this  legislative  provision.  An 
institution  may  supplement  an  individual's  salary  with  non-HHS  funds. 

NIH  and  ADAMHA  grant  and  contract  awards  that  indicate  direct  salaries  of  individuals  in  excess  of  a RATE  of 
$125,000  per  year  will  include  an  appropriate  notification,  such  as: 

According  to  the  HHS  Appropriations  Act,  "None  of  the  funds  appropriated  in  this  title  for  the 
National  Institutes  of  Health  and  the  Alcohol,  Drug  Abuse,  and  Mental  Health  Administration 
shall  be  used  to  pay  the  salary  of  an  individual,  through  a grant  or  other  extramural 
mechanism,  at  a rate  in  excess  of  $125,000  per  year."  The  application/proposal  for  this 
project  proposed  a salary  at  a rate  greater  than  $125,000  per  year.  This  award  has  been 
reduced  accordingly. 

Grant  applications  and  contract  proposals  submitted  to  the  NIH  and  ADAMHA  should  continue  to  request  funding 
at  the  regular  rates  of  pay  of  all  individuals  for  whom  reimbursement  is  requested.  NIH  and  ADAMHA  will  make 
downward  adjustments  of  direct  salary  amounts  in  excess  of  the  ceiling  rate  and  fringe  benefits  based  upon  the 
budget  approved  as  part  of  the  original  award.  Corresponding  indirect  costs  will  also  be  adjusted. 

Following  is  an  EXAMPLE  of  this  process: 


Individual's  institutional  base  salary  per  year  $150,000 

Research  effort  requested  on  grant  application 

or  contract  proposal  50% 

Direct  salary  requested  $ 75,000 

Fringe  benefits  requested  (25%  of  salary)  $ 18,750 

Applicant  organization's  indirect  costs  rate  47% 

Amount  requested  - salary  plus  fringe  benefits 

plus  associated  indirect  costs  $137,813 


If  a grant/contract  is  to  be  awarded,  the  amount  included  in  the  award  for  the  above  individual  will  be 
calculated  as  follows: 

Direct  salary  - restricted  to  RATE  of  $125,000  times  effort  (50%)  to  be  devoted 


to  project  $ 62,500 
Fringe  benefits  (25%  of  allowable  salary)  $ 15,625 
Subtotal  $ 78,125 
Associated  indirect  costs  at  47%  of  subtotal  $ 36,719 
Total  amount  included  due  to  salary  limitation  $114,844 
Amount  of  reduction  due  to  salary  limitation 


($137,813  requested  minus  $114,844  awarded)  $ 22,969 
Grantee  and  contractor  organizations  are  reminded  of  these  important  points: 

o The  salary  limitation  provision  does  NOT  apply  to  payments  made  to  consultants  under  an  NIH  or  ADAMHA  grant 
or  contract  (however,  as  with  all  costs,  such  payments  must  continue  to  meet  the  test  of  reasonableness). 

o The  salary  limitation  provision  DOES  apply  to  those  subawards/subcontracts  for  substantive  work  under  an  NIH 
or  ADAMHA  grant  or  contract. 
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o Unobligated  funds  from  a prior  grant/contract  period  "carried  over"  INTO  a FY  1992  award  period  ARE  subject 
to  the  salary  limitation  provision. 

o In  a noncompeting  continuation  application  (type  5)  setting,  a grantee  organization  is  NOT  permitted  to  either 
(1)  redistribute  an  amount  of  "excess"  salary  among  other  budget  categories  nor  (2)  increase  the  principal 
investigator's  effort  on  the  project,  in  an  attempt  to  apply  for  the  full  level  of  funding  as  previously 
recommended  by  the  peer  review  process. 

For  further  information,  contact  any  of  the  grants  management  offices  of  the  funding  components  of  the  NIH  and 
ADAMHA. 


NOTICES  OF  AVAILABILITY  (RFPs  AND  RFAs) 
HULTICENTER  STUDIES  OF  DIET  AND  LIPOPROTEINS  IN  HUMANS 

RFA  AVAILABLE:  HL-92-03-H 


P.T.  34;  K.W.  0710095,  0755015,  0715040,  0755018,  0765020,  0710030 
National  Heart,  Lung,  and  Blood  Institute 


Letter  of  Intent  Receipt  Date:  February  15,  1992 
Application  Receipt  Date:  April  23,  1992 


PURPOSE 


The  Division  of  Heart  and  Vascular  Diseases,  National  Heart,  Lung,  and  Blood  Institute  (NHLBI),  announces  the 
availability  of  a Request  for  Applications  (RFA)  on  the  above  subject.  The  purpose  of  this  program  is  to  fund 
collaborative  studies  for  investigations  into  the  effects  of  diet  on  lipid  and  lipoprotein  metabolism, 
hemostatic  parameters,  and  other  pathophysiological  processes  related  to  atherogenesis.  The  administrative 
structure  will  be  similar  to  that  of  a multi  center  clinical  trial . A group  of  Field  Centers  will  develop  common 
protocols  and  feed  standardized  experimental  diets,  use  standardized  laboratory  methods,  and  pool  the  data. 
A Coordinating  Center  will  standardize  data  collection  procedures,  ensure  sound  statistical  approaches  to  study 
design  and  data  analysis,  and  arrange  for  quality  control  of  outcome  measures  and  experimental  diets. 


This  RFA  solicits  applications  to  take  part  in  a single  competition.  It  is  anticipated  that  awards  will  be  made 
to  one  Coordinating  Center  and  four  Field  Centers. 

HEALTHY  PEOPLE  2000 

The  Public  Health  Service  (PHS)  is  committed  to  achieving  the  health  promotion  and  disease  prevention  objectives 
of  "Healthy  People  2000,"  a PHS- led  national  activity  for  setting  priority  areas.  This  RFA,  Multicenter  Studies 
of  Diet  and  Lipoproteins  in  Humans,  is  related  to  the  priority  areas  of  heart  disease  and  stroke  and  nutrition. 
Potential  applicants  may  obtain  a copy  of  "Healthy  People  2000"  (Full  Report:  Stock  No.  017-001-00474-0  or 
"Healthy  People  2000"  (Summary  Report:  Stock  No.  017-001-00473-1)  through  the  Superintendent  of  Documents, 
Government  Printing  Office,  Washington,  DC  20402-9325  (telephone  202-783-3238). 


MECHANISM  OF  SUPPORT 


The  support  mechanism  for  this  program  will  be  the  cooperative  agreement  (U01),  an  assistance  mechanism  that 
is  similar  to  the  traditional  NIH  research  grant.  It  differs  from  a research  grant  in  the  extent  and  nature 
of  NHLBI  staff  involvement.  Although  the  financial  plans  for  fiscal  year  1992  include  $1,950,000  for  the  total 
cost  of  this  program,  awards  pursuant  to  this  RFA  are  contingent  upon  receipt  of  funds  for  this  purpose.  It 
is  anticipated  that  up  to  five  awards  will  be  made  under  this  program.  The  specific  number  to  be  funded, 
however,  will  depend  on  the  merit  and  scope  of  the  applications  received  and  the  availability  of  funds. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

For  projects  involving  clinical  research,  NIH  requires  applicants  to  give  special  attention  to  the  inclusion 
of  women  and  minorities  in  study  populations.  If  women  or  minorities  are  not  included  in  the  study  populations 
for  clinical  studies,  a specific  justification  for  this  exclusion  must  be  provided.  Applications  without  such 
documentation  will  not  be  accepted  for  review. 

ELIGIBILITY 

Domestic,  public 
response  to  this 
research  of  very 
institutions. 

Applicants  from  institutions  that  have  a General  Clinical  Research  Center  (GCRC)  funded  by  the  NIH  National 
Center  for  Research  Resources  may  wish  to  identify  the  GCRC  as  a resource  for  conducting  the  proposed  research. 
In  such  a case,  a letter  of  agreement  from  either  the  GCRC  program  director  or  Principal  Investigator  must  be 
included  with  the  application. 


and  private  for-profit  and  non-profit  institutions  and  organizations  are  eligible  to  apply  in 
RFA.  Awards  in  connection  with  this  announcement  will  be  made  to  foreign  institutions  only  for 
unusual  merit,  need,  and  promise,  and  in  accordance  with  PHS  policy  governing  awards  to  foreign 
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REVIEW  PROCEDURES 


Upon  receipt,  applications 
If  an  application  is  judged 
the  application  or  to  have 


will  be  reviewed  by  NHLBI  staff  for  responsiveness  to  the  objectives  of  this  RFA. 
unresponsive,  the  applicant  will  be  contacted  and  given  the  opportunity  to  withdraw 
it  considered  for  the  traditional  NIH  grant  program. 


Applications  judged  to  be  responsive  will  be  reviewed  for  scientific  and  technical  merit  by  an  initial  review 
group  that  will  be  convened  by  the  division  of  extramural  Affairs,  NHLBI,  solely  to  review  these  applications. 


This  initial  review  may  include  a preliminary  evaluation  to  determine  scientific  merit  relative  to  the  other 
applications  received  in  response  to  the  RFA  (triage);  the  NIH  will  withdraw  from  further  consideration 
applications  judged  to  be  non-competitive  and  promptly  notify  the  Principal  Investigator/program  director  and 
the  official  signing  for  the  applicant  organization.  Those  applications  judged  to  be  competitive  will  be 
further  evaluated  for  scientific/technical  merit  by  the  customary  peer  review  procedures,  including,  if  deemed 
appropriate,  a reverse  site  visit  at  the  applicant's  expense. 


APPLICATION  PROCEDURES 


Letter  of  Intent 

Prospective  applicants  are  asked  to  submit  a letter  of  intent  that  includes  the  names  of  the  Principal  and  Co- 
Investigators,  identify  the  cooperating  institutions,  and  indicate  whether  the  application  will  be  for  a Field 
Center,  Coordinating  Center,  or  both.  The  NHLBI  requests  such  letters  only  for  the  purpose  of  providing  an 
indication  of  the  number  and  scope  of  applications  to  be  received  and,  usually  does  not  acknowledge  their 
receipt.  A letter  of  intent  is  not  binding,  it  will  not  enter  into  the  review  of  any  application  subsequently 
submitted,  nor  is  it  a necessary  requirement  for  applications.  This  letter  of  intent  is  to  be  received  no  later 
than  February  15,  1992,  and  is  to  be  sent  to: 

Dr.  C.  James  Scheirer 

Review  Branch,  Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  548B 

Bethesda,  MD  20892 

Telephone:  (301)  496-7363 

FAX:  (301)  402-1660 

Format  for  Applications 

Use  form  PHS  398  (rev.  10/88,  reprinted  9/89),  the  application  for  the  traditional  NIH  research  project  grant. 
Copies  of  this  form  are  available  in  the  applicant  institution's  office  of  sponsored  research  and  may  be 
obtained  from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health, 
Westwood  Building,  Room  449,  Bethesda,  MD  20892,  telephone:  301/496-7441. 

INQUIRIES 


Direct  inquiries  regarding  this  program  and  requests  for  the  RFA  to: 


Abby  G.  Ershow,  Sc.D. 

Project  Scientist,  Lipid  Metabol ism-Atherogenesis  Branch 

National  Heart,  Lung,  and  Blood  Institute 

Federal  Building,  Room  401 

7550  Wisconsin  Avenue 

Bethesda,  MD  20892 

Telephone:  (301)  496-1681 

FAX:  (301)  496-9882 


Direct  inquiries  regarding  fiscal  and  administrative  matters  to: 
Marie  A.  Willett 

Chief,  Heart  and  Vascular  Grants  Management  Section 

Division  of  Extramural  Affairs 

National  Heart,  Lung,  and  Blood  Institute 

Westwood  Building,  Room  4A11C 

Bethesda,  MD  20892 

Telephone:  (301)  496-7255 

FAX:  (301)  402-1200 


AUTHORITY  AND  REGULATIONS 

This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  No.  93.838.  Grants  will  be  awarded 
under  the  authority  of  the  Public  Health  Service  Act,  Title  III,  Section  301  (Public  Law  78-410,  as  amended  42 
USC  241)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74. 
This  program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  to  review 
by  a Health  Systems  Agency. 

NIH  Guide  for  Grants  and  Contracts  - Vol.  20,  No.  47  - December  20,  1991 

4 


MEW  DMA  SEQUENCING  TECHNOLOGY  IN  SUPPORT  OF  THE  HUMAN  GENOME  PROGRAM 


RFA  AVAILABLE:  HG-92-01 

P.T.  34;  K.U.  1215018,  1002058,  0755045,  1004017 

National  Center  For  Human  Genome  Research 

Letter  of  Intent  Receipt  Date:  January  31,  1992 
Application  Receipt  Date:  March  17,  1992 

The  National  Center  for  Human  Genome  Research  (NCHGR)  announces  the  availability  of  a Request  for  Applications 
(RFA)  for  research  projects  to  develop  new  approaches  to  DNA  sequencing  that  will  be  rapid  and  cost-  effective 
when  applied  to  large-scale  sequence  analysis. 

INTRODUCTION 

The  NCHGR  sponsors  basic  and  applied  research  concerned  with  the  development  and  application  of  new  technologies 
for  the  characterization  and  analysis  of  the  human  genome  and  the  genomes  of  selected  model  organisms.  The 
activities  encompassed  by  the  NCHGR  program  include  genetic  and  physical  mapping,  DNA  sequencing,  informatics 
related  to  mapping  and  sequencing,  and  technology  development  that  will  facilitate  all  of  these  efforts. 

BACKGROUND 

A major  long-term  goal  of  the  Human  Genome  Program  is  to  identify  all  the  genes  and  regulatory  functions  encoded 
in  the  three  billion  base  pairs  of  human  DNA.  In  order  to  attain  this  second  objective,  DNA  sequencing 
technology  must  be  further  developed  so  that  the  cost  will  be  significantly  decreased  and  the  rate  significantly 
i ncreased. 

To  stimulate  the  necessary  technology  development,  NCHGR  will  provide  support  for  innovative  and  high-risk 
projects  that  attempt  completely  new  approaches  and  projects  that  propose  significant  improvements  in  available 
technology.  The  purpose  of  this  RFA  is  to  stimulate  investigation  of  totally  new  approaches  and  approaches  that 
have  the  potential  to  make  revolutionary  advances  in  current  gel-based  techniques.  Thus,  high  risk  projects 
that  are  based  on  sound  scientific  principles  are  encouraged. 

RESEARCH  SCOPE 

Applications  are  encouraged  that  address: 

o the  development  of  new  sequencing  methods  that  will  allow  large-scale  sequencing  of  DNA  at  a cost 
significantly  below  50  cents  per  base  pair,  or 

o the  improvement  of,  by  at  least  10-fold,  current  methods  that  are  applicable  enough  for  large-scale  DNA 
sequenci ng. 

Applications  to  pursue  DNA  sequencing  projects  using  state-  of-the-art  techniques  will  not  be  considered 
responsive  to  this  RFA.  Applications  that  are  solely  di rected  toward  informatics,  e.g.,  development  of  software 
and  data  bases  to  support  large-scale  sequencing  projects,  or  development  of  algorithms  and  analytical  tools 
to  interpret  genomic  information,  must  be  submitted  under  the  program  announcement,  "Mapping,  DNA  Sequencing, 
and  Technology  Development  in  Support  of  the  Human  Genome  Program,"  PA-90-20,  published  in  the  NIH  Guide  for 
Grants  and  Contracts  on  July  27,  1990,  Vol.  19,  No.  28. 

Applications  are  particularly  encouraged  from  scientists,  such  as  engineers  and  physicists,  and  institutions, 
such  as  for-profit  institutions  and  biotechnology  companies,  that  have  not  traditionally  requested  research 
support  from  the  NCHGR.  Applicants  whose  expertise  is  primarily  non-biological  are  especially  encouraged  to 
interact  closely  with  biologists  during  the  development  of  the  research  plan.  Applications  from  minority 
investigators  and  women  are  encouraged. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  the  Pilot  Projects/Feasibility  Studies  (R21)  and  Traditional  Research 
Grant  (R01)  mechanisms.  Other  mechanisms,  including  the  Research  Program  Project  (P01)  and  Developmental  Grants 
(P20),  will  also  be  considered  when  appropriate.  The  total  amount  of  support  available  for  grants  under  this 
RFA  will  be  $2.0  million  (direct  and  indirect  costs)  for  the  first  year  of  the  project  and  is  contingent  upon 
appropriation  of  funds  for  this  purpose.  It  is  anticipated  that  approximately  five  to  ten  awards  will  be  made, 
representing  a mix  of  research  topics  and  mechanisms. 

ELIGIBILITY 

Domestic  universities,  medical  colleges,  hospitals,  corporations  and  other  public,  private,  and  for-profit 
research  institutions,  including  State  and  local  government  units,  are  eligible.  Collaborations  between 
scientists  in  academia  and  industry  are  especially  encouraged. 
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LETTER  OF  INTENT 


Potential  applicants  are  asked  to  submit  a letter  of  intent  by  January  31,  1992.  This  letter  is  to  include  a 
descriptive  title  of  the  proposed  research,  names  of  the  principal  investigator  and  other  key  investigators  and 
their  institutions.  Letters  of  intent  are  to  be  sent  to: 

Robert  L.  Strausberg,  Ph.D. 

Program  Director,  Technology  Development  Program 

National  Center  for  Human  Genome  Research 

Building  38A,  Room  610 

Bethesda,  MD  20892 

Telephone:  (301)  496-7531 

E-mail:  CXRaCU.NIH.GOV 

REVIEW  PROCEDURES 

Applications  in  response  to  this  announcement  will  be  reviewed  in  accordance  with  the  customary  NIH  peer  review 
procedures. 

Applications  will  be  screened  for  responsiveness  to  this  RFA  by  NCHGR  staff.  Any  application  deemed 
non- responsive  will  be  returned  to  the  applicant  or  referred  to  the  Division  of  Research  Grants  (DRG)  for 
reassignment  as  an  unsolicited  application  according  to  DRG  referral  guidelines  at  the  discretion  of  the 
applicant.  If  a large  number  of  responsive  applications  is  received,  a preliminary  peer  review  will  be 
organized  by  the  Office  of  Scientific  Review,  NCHGR,  to  identify  the  most  meritorious  applications. 
Applications  that  are  deemed  non-competitive  by  this  process  will  receive  only  a brief  critique,  will  not  be 
reviewed  further,  and  the  applicant  will  be  notified. 

The  remaining  applications  will  be  reviewed  for  scientific  and  technical  merit  by  the  Genome  Research  Review 
Committee  or  another  appropriately  constructed  review  coimiittee  with  the  NCHGR.  Review  criteria  will  include 
the  following:  (1)  originality  and  innovativeness  of  the  approach  including  supporting  background  documentation 
explaining  the  evolution  of  the  proposed  approach;  (2)  feasibility  of  the  research  as  demonstrated  by  a 
wel l -developed,  detailed  experimental  design;  (3)  overall  scientific  and  technical  merit  of  the  research;  (4) 
the  potential  of  the  proposed  work  to  attain  the  research  objectives  outlined  in  this  RFA;  (5)  training, 
experience,  and  research  competence,  of  the  investigator(s);  (6)  adequacy  of  available  facilities;  (7)  provision 
for  the  protection  of  human  subjects  and  the  humane  care  of  animals;  and  (8)  appropriateness  of  the  requested 
budget  for  the  work  proposed. 

AWARD  CRITERIA 

Applications  will  compete  for  funds  set  aside  for  this  purpose.  The  following  will  be  considered  in  making 
funding  decisions:  (1)  quality  of  the  proposed  project  as  determined  by  peer  review;  (2)  value  of  the  research 
for  achieving  the  goals  of  the  Human  Genome  Program;  (3)  balance  among  research  goals  with  respect  to  the  NCHGR 
grant  portfolio,  and  (4)  availability  of  funds. 

METHOD  OF  APPLYING 

Applications  must  be  submitted  using  the  form  PHS  398  (rev.  10/88).  The  RFA  label  available  in  the  revised 
application  kit  MUST  be  affixed  to  the  bottom  of  the  face  page.  Failure  to  use  this  label  could  result  in 
delayed  processing  of  the  application  such  that  it  may  not  reach  the  review  committee  in  time  for  review. 
Application  kits  are  available  in  the  business  or  grants  office  at  most  academic  or  research  institutions,  and 
from  the  Div.ision  of  Research  Grants,  National  Institutes  of  Health,  Westwood  Building,  Room  449,  Bethesda,  MD 
20892,  telephone  301/496-7441.  Because  of  the  specialized  interest  of  this  NCHGR  program,  and  the  potential 
for  overlap  with  other  NIH  programs,  it  is  strongly  recommended  that  potential  applicants  contact  NCHGR  staff 
to  discuss  research  objectives  and  appropriate  mechanisms. 

INQUIRIES 

Prospective  applicants  are  encouraged  to  contact  the  staff  members  very  early  in  the  planning  phase  of  the 
appl ication. 

For  more  information  regarding  specific  research  areas  or  mechanisms  and  for  a copy  of  the  RFA,  contact: 
Robert  L.  Strausberg,  Ph.D. 

Program  Director,  Technology  Development  Program 

National  Center  for  Human  Genome  Research 

Building  38A,  Room  610 

Bethesda,  MD  20892 

Telephone:  (301)  496-7531 

E-mail:  CXRaCU.NIH.GOV 
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For  information  about  PHS  Grant  Policy,  applicants  may  contact: 


Ms.  Al ice  Thomas 

Chief,  Grants  and  Contracts  Management  Branch 
National  Center  for  Human  Genome  Research 
Building  38A,  Room  613 
Bethesda,  MD  20892 
Telephone:  (301)  402-0733 

AUTHORITY  AND  REGULATIONS 


This  program  is  described  in  the  Catalog  of  Federal  Domestic  Assistance  No.  93.172.  Awards  will 
the  authority  of  the  Public  Health  Service  Act,  Sections  301  (Public  Law  78-410,  as  amended  42  U 
administered  under  PHS  grants  policies  and  Federal  Regulations  42  CFR  Part  52  and  45  CFR  Part  74. 
is  not  subject  to  the  intergovernmental  review  requirement  of  Executive  Order  12372  or  to  Health 
review. 


be  made  under 
.S.C.  241)  and 
This  program 
Systems  Agency 


PREDOCTORAL  FELLOWSHIP  AUARDS  FOR  MINORITY  STUDENTS 

RFA  AVAILABLE:  GM-92-01 
P.T.  22,  FF;  K.U.  0720005 

National  Institute  of  General  Medical  Sciences 
Application  Receipt  Date:  April  22,  1992 
PURPOSE  AND  BACKGROUND  INFORMATION 


The  National  Institute  of  General  Medical  Sciences  (NIGMS)  announces  the  availability  of  a Request  for 
Applications  (RFA)  for  individual  National  Research  Service  Award  (NRSA)  Predoctoral  Fellowships  for  Minority 
Students.  This  program  provides  up  to  five  years  of  support  for  research  training  leading  to  either  the  Ph.D. 
degree  or  the  combined  M.D./Ph.D.  degrees  in  the  biomedical  sciences  for  highly  qualified  students  from 
underrepresented  minority  groups.  Support  is  NOT  available  for  individuals  enrolled  in  medical  schools  UNLESS 
they  are  enrolled  in  a combined  M.D./Ph.D.  and  other  combined  professional/research  Ph.D.  degree  program  in 
biomedical  research. 


The  intent  of  this  Minority  Predoctoral  Fellowship  Program  is  to  make  graduate  fellowships  available  to 
underrepresented  minority  graduates  from  all  institutions,  including  the  many  minority  undergraduate  students 
who  have  participated  in  the  various  NIH-sponsored  programs  to  prepare  them  for  research  careers. 


ELIGIBILITY  REQUIREMENTS 

Eligibility  for  these  awards  is  limited  to  students  who  are  U.S.  citizens,  non-citizen  nationals,  or  permanent 
residents  from  ethnic/racial  groups  that  are  underrepresented  in  research  in  the  biomedical  sciences  in  the  U.S. 
For  the  purpose  of  this  announcement,  underrepresented  minority  students  are  defined  as  individuals  belonging 
to  a particular  ethnic  or  racial  group  that  has  been  determined  by  the  applicant's  graduate  institution  to  be 
underrepresented  in  biomedical  or  behavioral  research.  In  making  these  awards,  the  NIH  will  give  priority 
consideration  to  applications  from  Blacks,  Hispanics,  Native  Americans,  Pacific  Islanders,  and  other  ethnic  or 
racial  group  members  who  have  been  found  to  be  underrepresented  in  biomedical  or  behavioral  research  nationally. 
In  addition,  an  applicant  MUST  currently  be  enrolled  in  a Ph.D.  or  combined  M.D./Ph.D.  graduate  program  in  the 
biomedical  sciences  or  have  been  accepted  by  and  agreed  to  enroll  in  such  a graduate  program  the  following 
academic  year. 

Graduates  of  the  NIGMS  Minority  Access  to  Research  Careers  Program  are  encouraged  to  apply  for  the  MARC 
Predoctoral  Fellowship  Program. 


MECHANISM  OF  SUPPORT 


The  mechanism  of  support  is  the  individual  fellowship  (F31)  awarded  under  the  auspices  of  the  National  Research 
Service  Award  Act.  Except  as  otherwise  stated  in  the  RFA,  awards  will  be  administered  under  the  PHS  Grants 
Policy  Statement  and  the  Guidelines  for  National  Research  Service  Awards.  Fellowships  are  subject  to  the 
payback  obligation  of  the  National  Research  Service  Award  Act. 

The  fellowship  provides  a stipend  for  the  student's  living  expenses,  applicable  tuition  and  fees,  and  an  annual 
institutional  allowance  that  may  be  used  for  travel  to  scientific  meetings  and  laboratory  and  other  training 

expenses. 

For  FY  1992,  the  NIGMS  anticipates  making  at  least  45  new  fellowship  awards  if  sufficient  numbers  of  high 
quality  applications  are  received.  The  period  of  fellowship  support  requested  in  response  to  this  present  RFA 
may  not  exceed  five  years. 

Funding  will  be  provided  by  the  NIGMS  and  the  following  other  awarding  components  of  the  NIH  and  the  Alcohol, 
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Drug  Abuse  and  Mental  Health  Administration:  the  National  Cancer  Institute,  the  National  Institute  of  Child 
Health  and  Human  Development,  the  National  Institute  of  Deafness  and  Other  Communication  Disorders,  the  National 
Institute  of  Drug  Abuse,  the  National  Institute  of  Environmental  Health  Sciences,  the  National  Eye  Institute, 
National  Center  for  Human  Genome  Research,  and  the  National  Center  for  Research  Resources. 

METHOD  OF  APPLYING 

The  single  receipt  date  for  applications  is  April  22,  1992.  The  fellowship  application  form  PHS-416- 1 (revised 
4/89)  must  be  used  in  applying  for  these  grants.  These  forms  are  available  at  most  university  business  offices; 
from  the  Office  of  Grants  Inquiries,  Division  of  Research  Grants,  National  Institutes  of  Health,  5333  Westbard 
Avenue,  Bethesda,  Maryland  20892;  and  from  the  NIH  program  administrators  named  below. 

REVIEW  CRITERIA 

The  review  criteria  include  the  academic  record  and  research  experience  of  the  applicant;  the  quality  of  the 
graduate  program  in  which  the  applicant  is  already  enrolled  or  plans  to  enroll;  the  qualifications  and 
research/research  training  experience  of  the  sponsor  or  research  advisor;  and,  for  advanced  graduate  students, 
scientific  significance,  originality  and  feasibility  of  the  proposed  research. 

INQUIRIES 

Written  and  telephone  inquiries  and  requests  for  the  RFA  are  encouraged  and  may  be  directed  to: 

Dr.  Michel le  Broido 

National  Institute  of  General  Medical  Sciences 
Westwood  Building,  Room  907 
Bethesda,  MD  20892 
Telephone:  (301)  496-7309 

For  fiscal  and  administrative  matters,  contact: 

Ms.  Ruth  Monaghan 

Deputy  Grants  Management  Officer 

National  Institute  of  General  Medical  Sciences 

Westwood  Building,  Room  953 

Bethesda,  MD  20892 

Telephone:  (301)  496-7746 

AUTHORITY  AND  REGULATIONS 

Awards  are  made  under  authorization  of  the  Public  Health  Service  Act,  Title  IV,  Part  A (Public  Law  78-410,  as 
amended,  42  USC  288)  and  administered  under  PHS  grant  policies  and  Federal  Regulations  42  CFR  Part  66.  This 
program  is  not  subject  to  the  intergovernmental  review  requirements  of  Executive  Order  12372  or  Health  Systems 
Agency  review. 


ONGOING  PROGRAM  ANNOUNCEMENTS 

RESEARCH  GRANTS  RELATED  TO  NEURONAL  CEROID  LIPOFUSCINOSES  INCLUDING  BATTEN  DISEASE 

PA:  PA-92-25  ' 

P.T.  34;  K.W.  1002030,  1002019,  0755020,  0765035 
National  Institute  of  Neurological  Disorders  and  Stroke 
PURPOSE 

This  program  announcement  is  intended  to  emphasize  the  current  interest  of  the  National  Institute  of 
Neurological  Disorders  and  Stroke  (NINDS)  in  the  neuronal  ceroid  lipofuscinoses  (NCL),  and  to  increase  the  NINDS 
support  of  both  basic  and  clinical  investigations  in  these  disorders.  Therefore,  the  Developmental  Neurology 
Branch,  Division  of  Convulsive,  Developmental  and  Neuromuscular  Disorders,  NINDS,  encourages  the  submission  of 
research  project  grant  applications  (R01),  and  program  project  (P01)  and  center  (P50)  applications  for  basic 
and  clinical  research  studies  of  the  NCL. 

BACKGROUND 

The  NCL  are  a group  of  hereditary  neurodegenerative  diseases  in  children  and  adults  in  which  an  autof luorescent 
lipopigment,  ceroid,  accumulates  in  the  central  nervous  system  and  other  tissues.  Clinically,  these  diseases 
are  characterized  by  a progressive  encephalopathy,  loss  of  vision,  and  seizures.  There  are  three  childhood 
types  of  ceroid  lipofuscinosis  and  possibly  several  adult  types.  Although  in  general  these  types  are  clinically 
distinct,  combinational  and  transitional  forms  occur.  The  ceroid  lipofuscinoses  are  inherited  by  autosomal 
recessive  transmission  with  the  exception  of  one  rare  adult  type  that  shows  autosomal  dominant  transmission. 
The  etiology  is  unknown.  The  incidence  is  about  three  per  100,000  births.  There  is  no  known  effective  therapy. 
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The  juvenile  type,  or  Batten  disease,  exemplifies  the  devastating  effects  that  these  disorders  have  on  affected 
individuals  and  their  families.  Onset  occurs  at  between  five  and  ten  years  of  age,  usually  with  visual  failure 
and  seizures,  and  the  course  is  that  of  a slowly  progressive  encephalopathy,  usually  leading  to  death  in  eight 
to  ten  years.  Pathologically  the  brain  shows  moderate  atrophy.  There  is  massive  accumulation  of  ceroid  in 
neurons  and  macrophages,  the  ganglionic  layer  of  the  retina,  and  other  tissues. 

RESEARCH  GOALS  AND  SCOPE 

The  goal  of  this  program  announcement  is  to  stimulate  investigations  to:  delineate  clinical  and  genetic  types 
of  NCL;  identify  and  localize  the  gene(s)  responsible  for  them;  determine  the  biochemical  defects  that  result 
from  the  action  of  these  genes;  and  develop  measures  for  the  prevention,  early  diagnosis,  and  treatment  of  these 
disorders. 

The  research  scope  of  this  program  encompasses  all  aspects  of  the  neurobiology  of  the  neuronal  ceroid 
lipofuscinoses  by  a wide  variety  of  experimental  approaches  and  methods.  Some  examples  are  given  below,  but 
applications  are  not  limited  to  these.  Applications  with  new  and  innovative  strategies  are  strongly  encouraged. 

o Biochemistry 

Biochemical  studies  should  utilize  state-of-the-art  techniques  to  identify  and  quantify  the  structural  and 
mechanistic  biochemical  defects  underlying  NCL.  Studies  employing  either  human  or  animal  tissues  may  be 
pursued,  but  careful  attention  in  protocol  designs  must  be  given  to  identifying  and  explaining  discrepancies 
among  new  and  existing  data  that  may  arise  from  differences  in  the  source,  handling  and  preparation  of  tissue 
samples  or  variability  in  clinical  diagnostic  criteria. 

o Genetics 

Genetic  studies  should  focus  on  elucidating  the  hereditary  basis  of  NCL  and  explaining  the  heterogeneity  of  NCL 
with  respect  to  age  of  onset  and  clinical  manifestations.  Studies  applying  techniques  of  molecular  biology 
should  focus  on  identifying  genetic  defects  associated  with  particular  loci  and  the  consequences  of  any  defects 
with  respect  to  the  production,  processing,  and  function  of  relevant  proteins  within  cells.  Research  utilizing 
large  informative  families  are  particularly  useful  in  identifying  and  mapping  the  gene  or  genes  responsible  for 
NCL. 

o Pathology 

Comparative  studies  in  humans  and  experimental  animals  may  be  useful  in  characterizing  precisely  the 
pathological  changes  and  the  nature  of  the  accumulating  lipopigment.  Examination  by  neuroimaging  techniques  may 
be  useful  in  identifying  early  structural  and  functional  changes. 

o Animal  Models 

Animal  models  comparable  to  the  human  disease  should  provide  direct  critical  information  about  the  pathogenesis 
and  genetics  of  these  disorders,  and  make  possible  the  determination  of  the  basic  metabolic  defect,  detection 
of  early  biochemical  changes,  characterization  of  the  chemical  pathology  and  recognition  of  the  heterozygous 
carri ers. 

ELIGIBILITY 

Applications  may  be  submitted  by  domestic  and  foreign  for-profit  and  non-profit  organizations,  public  and 
private,  such  as  universities,  colleges,  hospitals,  laboratories,  units  of  State  or  local  governments,  and 
eligible  agencies  of  the  Federal  government.  Applications  from  minority  individuals  and  women  are  encouraged. 
Minority  institutions  are  encouraged  to  apply,  and  other  institutions  are  encouraged  to  establish  collaborative 
arrangements  with  minority  institutions. 

MECHANISM  OF  SUPPORT 

Support  for  this  program  will  be  through  the  traditional  research  grant  (ROD  program.  Successful  applicants 
will  direct  and  carry  out  the  research  projects.  Consortium  agreements  are  encouraged  to  facilitate 
investigator  interaction  and  to  promote  research  efficiency.  Program  projects  (POD  and  centers  (P50)  are  also 
encouraged,  particularly  to  assemble  research  talent  and  inter-related  projects  that  are  scientifically 
strengthened  by  the  interaction  promoted  in  program  projects  and  centers. 

SPECIAL  INSTRUCTIONS  TO  APPLICANTS  REGARDING  IMPLEMENTATION  OF  NIH  POLICIES  CONCERNING  INCLUSION  OF  WOMEN  AND 
MINORITIES  IN  CLINICAL  RESEARCH  STUDY  POPULATIONS 

NIH  and  ADAMHA  policy  is  that  applicants  for  NIH/ADAMHA  clinical  research  grants  and  cooperative  agreements  will 
be  required  to  include  minorities  and  women  in  study  populations  so  that  research  findings  can  be  of  benefit 
to  all  persons  at  risk  of  the  disease,  disorder  or  condition  under  study;  special  emphasis  should  be  placed  on 
the  need  for  inclusion  of  minorities  and  women  in  studies  of  diseases,  disorders  and  conditions  which 
disproportionately  affect  them.  This  policy  is  intended  to  apply  to  males  and  females  of  all  ages.  If  women 
or  minorities  are  excluded  or  inadequately  represented  in  clinical  research,  particularly  in  proposed 
population-based  studies,  a clear  compelling  rationale  should  be  provided. 
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The  composition  of  the  proposed  study  population  must  be  described  in  terms  of  gender  and  racial/ethnic  group. 
In  addition,  gender  and  racial/ethnic  issues  should  be  addressed  in  developing  a research  design  and  sample  size 
appropriate  for  the  scientific  objectives  of  the  study.  This  information  should  be  included  in  the  form  PHS 
398  in  Section  2,  A-D  of  the  Research  Plan  AND  summarized  in  Section  2,  E,  Human  Subjects. 

Applicants  are  urged  to  assess  carefully  the  feasibility  of  including  the  broadest  possible  representation  of 
minority  groups.  However,  NIH  recognizes  that  it  may  not  be  feasible  or  appropriate  in  all  research  projects 
to  include  representation  of  the  full  array  of  United  States  racial/ethnic  minority  populations  (i.e.,  Native 
Americans  (including  American  Indians  or  Alaskan  Natives),  Asian/Pacific  Islanders,  Blacks,  Hispanics). 

The  rationale  for  studies  on  single  minority  population  groups  should  be  provided. 

For  the  purpose  of  this  policy,  clinical  research  includes  human  biomedical  and  behavioral  studies  of  etiology, 
epidemiology,  prevention  (and  preventive  strategies),  diagnosis,  or  treatment  of  diseases,  disorders  or 
conditions,  including  but  not  limited  to  clinical  trials. 

The  usual  NIH  policies  concerning  research  on  human  subjects  also  apply.  Basic  research  or  clinical  studies 
in  which  human  tissues  cannot  be  identified  or  linked  to  individuals  are  excluded.  However,  every  effort  should 
be  made  to  include  human  tissues  from  women  and  racial/ethnic  minorities  when  it  is  important  to  apply  the 

results  of  the  study  broadly,  and  this  should  be  addressed  by  applicants. 

For  foreign  awards,  the  policy  on  inclusion  of  women  applies  fully;  since  the  definition  of  minority  differs 

in  other  countries,  the  applicant  must  discuss  the  relevance  of  research  involving  foreign  population  groups 

to  the  United  States'  populations,  including  minorities. 

If  the  required  information  is  not  contained  within  the  application,  the  application  will  be  returned. 

Peer  reviewers  will  address  specifically  whether  the  research  plan  in  the  application  conforms  to  these 
policies.  If  the  representation  of  women  or  minorities  in  a study  design  is  inadequate  to  answer  the  scientific 
question(s)  addressed  AND  the  justification  for  the  selected  study  population  is  inadequate,  it  will  be 
considered  a scientific  weakness  or  deficiency  in  the  study  design  and  will  be  reflected  in  assigning  the 
priority  score  to  the  application. 

All  applications  for  clinical  research  submitted  to  NIH  are  required  to  address  these  policies.  NIH  funding 
components  will  not  award  grants  or  cooperative  agreements  that  do  not  comply  with  these  policies. 

APPLICATION  PROCEDURES 

Applications  must  be  prepared  on  form  PHS  398  (rev.  10/88,  reprinted  09/89)  according  to  instructions  contained 
in  the  application  kit.  Application  kits  are  available  from  most  institutional  business  offices,  and  may  be 
obtained  from  the  Division  of  Research  Grants  at  the  address  given  below: 

Office  of  Grants  Inquiries 
National  Institutes  of  Health 
Division  of  Research  Grants 
Westwood  Building,  Room  449 
Bethesda,  MD  20892 
Telephone:  (301)  496-7441 

Applicants  considering  submitting  a program  project  application  are  urged  to  obtain  a copy  of  the  NINDS 
"Guidelines"  for  program  project  and  center  applications  from  the  NINDS  staff  contact  listed  below. 

Check  "Yes"  in  item  2 on  the  face  sheet  of  the  application  and  type  "Neuronal  Ceroid  Lipofuscinoses  PA-92-25, " 
in  the  space  provided. 

The  original  and  six  copies  of  the  application  must  be  mailed  to  the  following  address: 

Application  Receipt  Office 
Division  of  Research  Grants 
National  Institutes  of  Health 
Westwood  Building,  Room  240 
Bethesda,  MD  20892 
Telephone:  (301)  496-7273 

REVIEW  PROCEDURES 

Applications  in  response  to  this  announcement  will  be  reviewed  by  an  initial  review  group  for  scientific  merit 
and  by  the  National  Advisory  Council  of  the  appropriate  Institute,  Center,  or  Division  according  to  the 
following  schedule: 
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RECEIPT 

INITIAL 

COUNCIL 

EARLIEST 

DEADLINE 

REVIEW 

REVIEW 

START  DATE 

Feb  1 

Jun/Jul 

Sep/Oct 

Dec  1 

Jun  1 

Oct/Nov 

Jan/ Feb 

Apr  1 

Oct  1 

Feb/Mar 

May/Jun 

Jul  1 

INQUIRIES 

II  nil  I III  II 

3 1496  00506  8468 


For  further  information  concerning  this  program  announcement,  applicants  may  contact: 

Philip  H.  Sheridan,  M.D. 

Developmental  Neurology  Branch 

Division  of  Convulsive,  Developmental,  and  Neuromuscular  Disorders 

National  Institute  of  Neurological  Disorders  and  Stroke 

Federal  Building,  Room  8C10 

Bethesda,  MD  20892 

Telephone:  (301)  496-6701 

For  budgetary  and  administrative  matters,  contact: 

Gary  P.  Fleming,  J.D.,  M.A. 

Grants  Management  Specialist 
Grants  Management  Branch,  DEA 

National  Institute  of  Neurological  Disorders  and  Stroke,  NIH 
Federal  Building,  Room  1004 
Bethesda,  MD  20892 
Telephone:  (301)  496-9231 

AUTHORITY  AND  REGULATIONS 

The  program  to  which  the  intended  grants  relate  is  described  in  the  Catalog  of  Federal  Domestic  Assistance,  Nos. 
93.853,  Clinical  Research  Related  Neurological  Disorders,  and  93.854,  Biological  Basis  Research  in  the 
Neurosciences.  Grants  will  be  awarded  under  the  authority  of  the  Public  Health  Service  Act,  Title  IV,  Section 
301  (Public  Law  78-410,  as  amended;  42  USC  241)  and  administered  under  PHS  grants  policies  and  Federal 
Regulations  42  CFR  Part  52  and  45  CFR  Part  74.  This  program  is  not  subject  to  the  intergovernmental  review 
requirements  of  Executive  Order  12372  or  Health  Systems  Agency  review. 

ERRATUM 

CENTERS  FOR  RESEARCH  ON  MENTAL  HEALTH  SERVICES  FOR  CHILDREN  AND  ADOLESCENTS 

PA:  PA-92-20 

P.T . 04;  AA;  K.U.  0715095,  0730050,  0403001 
National  Institute  of  Mental  Health 

This  Program  Announcement  was  published  in  the  NIH  Guide  for  Grants  and  Contracts  on  November  29,  1991,  Vol. 
20,  No.  45.  In  the  Section  entitled  "Inquiries"  an  incorrect  telephone  number  was  published.  The  correct 
telephone  number  for  the  Services  Research  Branch,  Division  of  Applied  and  Services  Research,  National  Institute 
of  Mental  Health,  is  (301)  443-3364. 

All  other  aspects  of  the  Announcement  remain  unchanged. 

**THE  MAILING  ADDRESS  GIVEN  FOR  SENDING  APPLICATIONS  TO  THE  DIVISION  OF  RESEARCH  GRANTS  OR  CONTACTING  PROGRAM 
STAFF  IN  THE  WESTWOOD  BUILDING  IS  THE  CENTRAL  MAILING  ADDRESS  FOR  THE  NATIONAL  INSTITUTES  OF  HEALTH.  APPLICANTS 
WHO  USE  EXPRESS  MAIL  OR  A COURIER  SERVICE  ARE  ADVISED  TO  FOLLOW  THE  CARRIER'S  REQUIREMENTS  FOR  SHOWING  A STREET 
ADDRESS.  THE  ADDRESS  FOR  THE  WESTWOOD  BUILDING  IS: 

5333  Westbard  Avenue 
Bethesda,  MD  20816 
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